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DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 

Food  and  Drug  Administration 

[21  CFR  Part  890] 

[Docket  No.  78N-1182] 

Classification  of  Physical  Medicine 
Devices;  Deveiopment  of  General 
provisions 

agency:  Food  and  Drug  Administration, 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  proposing 
general  rules  applicable  to  the 
classification  of  all  physical  medicine 
devices.  The  Medical  Device 
Amendments  of  1976  require  FDA  to 
classify  all  medical  devices  intended  for 
human  use  into  three  categories:  Class  I, 
general  controls:  class  II,  performance 
standards;  and  class  III,  premarket 
approval.  This  proposal  describes  the 
development  of  the  proposed  regulations 
classifying  individual  physical  medicine 
devices,  which  are  being  published 
elsewhere  in  this  issue  of  the  Federal 
Register.  This  document  also  describes 
the  activities  of  the  Physical  Medicine 
Device  Classification  Panel,  and  FDA 
advisory  committee,  that  makes 
recommendations  to  FDA  concerning 
the  classification  of  physical  medicine 
devices. 

DATES:  Comments  by  October  29, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT. 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910  301-427- 
7238. 

SUPPLEMENTARY  INFORMATION: 

Device  Classification  System 

The  Medical  Device  Amendments  of 
1976  (the  amendments)  (Pub.  L.  94-295) 
establish  a  comprehensive  system  for 
the  regulation  of  medical  devices 
intended  for  human  use.  One  provision 
of  the  amendments,  section  513  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
(the  act)  (21  U.S.C.  360c)  establishes 
three  categories  (classes)  of  devices, 
depending  on  the  regulatory  controls 


needed  to  provide  reasonable  assurance 
of  their  safety  and  effectiveness.  The 
three  categories  are:  class  I,  general 
controls:  class  II,  performance 
standards;  and  class  III,  premarket 
approval. 

Most  devices  are  not  classified  under 
section  513  of  the  act  until  after  FDA  has 
(1)  received  a  recommendation  from  a 
device  classification  panel  (an  FDA 
advisory  committee);  (2)  published  the 
panel’s  recommendation  for  comment, 
along  with  a  proposed  regulation 
classifying  the  device;  and  (3)  published 
a  final  regulation  classifying  the  device. 
These  steps  must  precede  the 
classification  of  any  device  that  was  in 
commercial  distribution  before  May  28, 
1976  (the  date  of  enactment  of  the 
amendments)  and  that  was  not 
previously  regarded  by  FDA  as  a  new 
drug  under  section  505  of  the  act  (21  , 
U.&.C.  355).  A  device  that  is  first  offered 
for  commercial  distribution  after  May 
28, 1976  and  that  is  substantially 
equivalent  to  a  device  classified  under 
this  scheme  is  classified  in  the  same 
class  as  the  device  to  which  it  is 
substantially  equivalent. 

A  device  that  FDA  previously 
regarded  as  a  new  drug,  or  a  newly 
offered  device  that  is  not  substantially 
equivalent  to  a  device  that  was  in 
commercial  distribution  before  the 
amendments,  is  classified  by  statute  into 
class  III.  These  two  types  of  devices  are 
classihed  into  class  III  without  any  FDA 
rulemaking  proceedings.  The  agency 
determines  whether  new  devices  are 
substantially  equivalent  to  previously 
offered  devices  by  means  of  the 
premarket  notification  procedure  in 
section  510(k)  of  the  act  (21  U.S.C. 

360(k))  and  Part  807  of  the  medical 
device  regulations  (21  CFR  Part  £07). 

Related  Regulations 

In  the  Federal  Register  of  July  28, 1978 
(43  FR  32988),  the  agency  issued  final 
regulations  describing  the  procedures 
for  classifying  devices  intended  for 
human  use.  These  regulations,  which 
were  proposed  in  the  Federal  Register  of 
September  13, 1977  (42  FR  46028), 
supplement  the  agency’s  regulations  in 
Part  14  (21  CFR  Part  14)  governing  the 
use  of  advisory  committees.  The  agency 
also  issued  interim  device  classification 
procedures  in  a  notice  published  in  the 
Federal  Register  of  May  19, 1975  (40  FR 
21848). 

Activities  of  Panel 

Anticipating  enactment  of  the 
amendments,  FDA  established  several 
advisory  committees  to  make 
preliminary  recommendations  on  device 
classification.  The  Physical  Medicine 
Device  Classification  Panel  (the  Panel) 


was  originally  chartered  on  October  15, 
1974  as  the  Panel  on  Review  of  Physical 
Medicine  (Physiatry)  Devices.  On 
January  26, 1976,  FDA  filed  a  report  of 
the  Panel’s  tentative  classification 
recommendations  with  the  office  of  the 
Hearing  Clerk,  Food  and  Drug 
Administration,  and  announced  the 
availability  of  the  report  to  the  public  by 
notice  published  in  the  Federal  Register 
of  June  25. 1976  (41  FR  26245). 

On  August  9, 1976,  the  Panel  and  other 
preamendment  device  classification 
panels  were  rechartered  to  reflect  their 
new  responsibilities  under  the 
amendments.  The  agency  directed  each 
panel  to  reconsider  its  preamendments 
classihcation  recommendations  in  light 
of  the  new  requirements.  In  1976  and 
1977,  the  Panel  reviewed  all  devices  that 
FDA  had  referred  to  it  to  ensure  that  its 
recommendations  were  in  accord  with 
the  amendments. 

Throughout  the  Panel’s  deliberations, 
interested  persons  were  given  an 
opportunity  to  present  their  views,  data, 
and  other  information  concerning  the 
classification  of  physical  medicine 
devices.  The  Panel  also  invited  experts 
to  testify  and  sought  information  on 
many  devices  from  the  published 
literature. 

In  November  1977,  the  Panel 
submitted  to  FDA  a  preliminary  report 
of  its  recommendations.  The  report 
included  a  roster  of  current  and  former 
Panel  members  and  consultants  and 
listed  all  meeting  dates.  The  agency 
placed  a  copy  of  the  report  in  the  office 
of  the  Hearing  Clerk,  Food  and  Drug 
Administration,  and  announced  its 
availability  to  the  public  by  notice 
published  in  the  Federal  Register  of 
November  29, 1977  (42  FR  60792).  Also 
available  in  the  office  of  the  Hearing 
Clerk  are  summary  minutes  from  all 
Panel  meetings,  verbatim  transcripts  of 
meetings  held  after  May  28, 1976  (the 
date  of  enactment  of  the  amendments), 
and  all  references  cited  in  individual 
physical  medicine  device  proposed 
classification  regulations.  Interested 
persons  may  review  these  documents  in 
the  office  of  the  Hearing  Clerk  (address 
above),  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

List  of  Physical  Medicine  Devices 

In  1972  FDA  surveyed  device 
manufacturers  to  identify  the  devices 
that  would  require  classification 
regulations.  Following  this  survey,  FDA 
developed  a  list  of  physical  medicine 
devices.  The  Panel  supplemented  the 
list,  utilizing  its  members’  knowledge  of 
physical  medicine  devices  in  use. 
Devices  that  were  solely  for 
experimental  or  investigational  use  or 
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that  were  not  generally  available  were 
not  included. 

FDA  is  proposing  to  establish  a  new 
Part  890  in  Title  21  of  the  Code  of 
Federal  Regulations.  Part  890  will 
consist  of  sections  identifying  each 
physical  medicine  device  or  a  generic 
category  of  devices  with  a  brief 
narrative  description  and  stating  the 
classification  of  those  devices.  A  list  of 
the  physical  medicine  devices  appears 
elsewhere  in  this  preamble. 

Individual  Physical  Medicine  Device 
Classification  Regulations 

Elsewhere  in  this  issue  of  the  Federal 
Register,  the  agency  is  issuing  82 
individual  proposed  regulations  to 
classify  each  physical  medicine  device 
or  generic  category  of  devices.  The  ' 
agency  is  proposing  to  classify  32 
physical  medicine  devices  into  class  I 
(general  controls).  43  physical  medicine 
devices  into  class  II  (performance 
standards),  2  physical  medicine  devices 
into  class  III  (premarket  approval),  and  5 
physical  medicine  devices  into  class  11 
for  some  uses  and  class  III  for  other 
uses.  The  powered  finger  exerciser  was 
reclassified  into  class  II  following  a 
petition  for  reclassification  (imder 
section  513(f)  of  the  act),  a  notice 
announcing  ^e  reclassification  was 
published  in  the  Federal  Register  of 
November  11, 1977  (42  FR  58787).  The 
final  order  will  be  published  later  in 
another  issue  of  the  Federal  Register. 
The  agency  also  is  publishing  the 
recommendations  of  the  Panel  regarding 
these  devices,  as  required  by  section  513 
(c)(2)  and  (d)(1)  of  the  act. 

Published  Panel  Recommendations 

Each  published  Panel 
recommendation  concerning  a  physical 
medicine  device  includes  the 
information  described  below. 

1.  Identification.  Both  the  Panel 
recommendation  and  proposed  FDA 
classification  regulation  include  a  brief 
narrative  identification  of  the  device. 
The  identification  statement  is 
necessarily  broad  because  it  applies  to  a 
category  or  type  of  device  rather  than  to 
a  specific  device.  As  explained  in 
proposed  §  890.1  (21  CFR  890.1),  any 
manufacturer  of  a  newly  offered  device 
who  files  a  premarket  notification 
submission  under  section  510(k)  of  the 
act  and  Part  807  of  the  regulations 
cannot  show  merely  that  the  device  is 
accurately  described  by  the  section  title 
and  identification  provisions  of  a 
classification  regulation.  Although  a 
new  device  may  be  described  accurately 
by  the  title  and  identification  in  a 
classification  regulation,  it  is 
nevertheless  in  class  III  under  section 
513(f)  of  the  act  if  it  is  not  substantially 


equivalent  to  a  preamendment  device 
(or  to  a  postamendment  device  that  has 
already  been  reclassified  from  class  III 
into  class  I  or  class  II).  It  is  not  practical 
for  FDA  to  publish  an  identification  of 
each  type  of  device  that  is  so  detailed  as 
to  anticipate  every  product  feature  that 
may  be  relevant  in  determining  whether 
a  new  device  is  substantially  equivalent 
to  previous  devices  classified  by  the 
regulation.  The  agency  believes  that  this 
problem  was  recognized  in,  and 
addressed  by,  the  premarket  notification 
procedures  in  section  510(k)  of  the  act. 

Accordingly,  any  manufacturer  who 
submits  a  premarket  notification 
submission  should  state  why  the 
manufacturer  believes  that  the  device  is 
substantially  equivalent  to  other  devices 
in  commercial  distribution,  as  required 
by  §  807.87  (21  CFR  807.87),  and  whether 
the  device  is  described  in  a 
classification  regulation. 

2.  Recommended  classification.  Each 
Panel’s  recommendation  describes 
whether  the  device  is  recommended  for 
classification  into  class  I  (general 
controls),  class  II  (performance 
standards),  or  class  III  (premarket 
approval). 

For  each  device  recommended  for 
classification  into  Class  I,  the  Panel 
considered  whether  the  device  should 
be  exempt  from  any  requirements  under 
certain  sections  of  the  act:  section  510 
(21  U.S.C.  360,  registration),  section  519 
(21  U.S.C.  360i,  records  and  reports),  and 
section  520(f)  (21  U.S.C.  360j(f).  good 
manufacturing  practice  requirements). 
The  Panel  recommended  that  the 
manufacturers  of  a  few  class  I  devices 
be  exempt  fiom  section  510,  section  519, 
and  section  520(f)  of  the  act.  The 
agency’s  policy  concerning  these 
exemption  recommendations  is 
discussed  below  in  the  section 
“Exemptions  for  Class  I  Devices.’’ 

A  Panel  recommendation  that  a 
device  be  classified  into  class  II 
includes  the  Panel’s  recommended 
priority  (high  or  low)  for  establishing  a 
performance  standard  for  the  device. 
Similarly,  each  Panel  recommendation 
that  a  device  be  classified  into  class  III 
includes  the  Panel’s  recommended 
priority  (high  or  low)  for  application  of 
premarket  approval  requirements  to  that 
device.  As  explained  below  in  the 
section  of  this  notice  concerning 
“Priorities  for  Class  II  and  III  Devices,’’ 
the  agency  is  not  proposing  the 
establishment  of  FDA  priorities  at  this 
time. 

3.  Summary  of  reasons  for 
recommendation.  The  summary  of 
reasons  for  the  Panel’s  recommendation 
explains  why  the  Panel  believes  that  a 
particular  device  meets  the  statutory 


criteria  for  classification  into  class  1, 11, 
orUI. 

Except  in  those  instances  in  which 
FDA’s  classification  proposal  differs 
from  the  Panel’s  recommendation,  the 
agency  is  adopting  the  Panel’s  summary 
of  reasons  as  the  agency’s  statement  of 
the  reasons  for  issuing  the  regulations, 
as  required  by  section  517(f)  of  the  act 
(21  U.S.C.  360g(f)). 

The  summary  of  reasons  for  a 
recommendation  identifies  any  device 
that  is  an  implant  or  a  life-supporting  or 
life-sustaining  device.  The  summary  of 
reasons  for  any  implant  or  life¬ 
supporting  or  life-sustaining  device  that 
is  not  recommended  for  classification 
into  class  III  also  explains  why  the 
Panel  determined  that  classification  of 
the  device  into  class  III  is  not  necessary 
to  provide  reasonable  assurance  of  its 
safety  and  effectiveness.  The  agency 
provides  a  similar  explanation  in  the 
“Proposed  Classification’’  section  of  the 
preamble  to  any  proposal  to  classify  an 
implant  or  a  life-supporting  or  life- 
sustaining  device  into  a  class  other  than 
class  III. 

4.  Summary  of  data  on  which  the 
recommendation  is  based.  In  many 
cases,  the  Panel  based  its 
recommendations  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  devices 
under  review.  The  Panel  particularly 
relied  on  clinical  experience  and 
judgment  when  considering  a  simple 
device  that  had  been  used  extensively 
and  was  accepted  widely  before  the 
amendments  were  enacted.  The 
legislative  history  of  the  amendments 
makes  clear  that  the  term  “data”  has  a 
special  meaning  in  section  513(a)(2)  of 
the  act,  which  requires  that  a  Panel 
recommendation  summarize  the  data  on 
which  a  recommendation  is  based.  As 
used  in  that  section,  “data”  refers  not 
only  to  the  results  of  scientific 
experiments,  but  also  to  less  formal 
evidence,  other  scientific  information,  or 
judgments  of  experts  (House  Committee 
on  Interstate  and  Foreign  Commerce, 
Medical  Device  Amendments  of  1976,  H. 
Rept.  No.  94-^53, 94th  Congress,  2d 
Session  (1976)).  The  agency  has 
determined  that  clinical  experience  and 
judgment  constitute  valid  scientific 
evidence  for  classifying  certain  devices. 

In  many  cases,  FDA  sought  more  data 
and  information  concerning  the 
classification  of  a  device  than  were 
cited  by  the  Panel.  References  to  these 
data  and  information  are  found  in  the 
“Proposed  Classification’’  section  of  the 
preamble  to  individual  physical 
medicine  device  regulations.  FDA  is 
adopting,  as  the  agency’s  statement  of 
the  basis  for  issuing  the  regulation  under 
section  517(f)  of  the  act.  the  Panel’s 
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summary  of  the  data  on  which  a 
recommendation  to  classify  a  device  is 
based,  together  with  any  additional  data 
and  information  cited  in  the  preamble  to 
the  proposed  classification  regulation. 

5.  Risks  to  health.  In  identifying  the 
risks  to  health  presented  by  physical 
medicine  devices,  the  Panel  recognized 
that  few  devices  are  completely  free  of 
risk.  The  Panel  listed  the  risks  it 
considered  most  significant,  especially 
those  that  are  unique  to  the  individual 
device.  In  some  cases,  FDA  has 
identified  additional  risks  to  health 
presented  by  a  device.  These  additional 
risks  are  stated  in  the  section  of  the 
preamble  concerning  the  “Proposed 
Classification”  of  a  particular  device. 

Because  the  Panel  classification 
recommendations  and  FDA 
classification  regulations  do  not  identify 
all  risks  to  health  presented  by  physical 
medicine  devices,  future  regulations 
establishing  performance  standards 
under  section  514  of  the  act  (21  U.S.C. 
360d)  or  requiring  premarket  approval 
under  section  515(b)  of  the  act  (21  U.S.C. 
360e(b))  may  identify  additional  risks  to 
health  to  be  addressed  by  FDA 
requirements. 

Proposed  Classidcation 

Each  proposed  regulation  to  classify  a 
physical  medicine  device  states  whether 
FDA  agress  with  the  Panel’s 
recommendation,  describes  the  agency’s 
proposed  classification  of  the  device, 
and  proposes  a  new  section  in  Part  890 
in  which  the  device  classification  will  be 
codified. 

FDA  cautions  that  the  final 
classification  of  a  device  may  differ 
from  the  proposal.  Factors  that  may 
cause  such  a  change  include  comments, 
the  agency’s  reconsideration  of  existing 
data  and  information,  and  the  agency’s 
consideration  of  new  data  and 
information. 

Priorities  for  Class  II  and  Class  III 
Devices 

For  a  device  that  the  Panel 
recommends  be  classified  into  class  II  or 
class  III,  section  513(c)(2)(A)  of  the  act 
requires  that  the  Panel  recommendation 
include,  to  the  extent  practicable,  a 
recommendation  for  the  assignment  of 
priorities  for  application  to  the  device  of 
performance  standards  or  premarket 
approval  requirements.  In  developing  its 
advice  concerning  priorities  (high  or 
low)  of  devices  recommended  for 
classification  into  class  II  or  class  III, 
the  Panel  compared  the  device  with 
other  physical  medicine  devices,  based 
on  information  available  to  the  Panel 
members  concerning  the  relative 
import£uice  of  use  of  the  device  and  the 
relative  risks  presented  by  the  device. 


The  Panel  recommended  assignment  of 
a  high  priority  only  to  those  class  II  or 
class  III  devices  that  the  Panel  believed 
should  receive  the  agency’s  immediate 
attention. 

FDi^is  not  proposing  at  this  time  to 
establish  priorities  for  development  of 
performance  standards  for  class  II 
devices  or  application  of  permarket 
approval  requirements  to  class  III 
devices.  Section  513(d)(3)  of  the  act 
authorizes,  but  does  not  require, 
establishment  of  these  priorities.  At  a 
later  date,  however,  the  agency  will 
establish  priorities  for  the  development 
of  standards  for  class  II  devices  and  the 
application  of  premarket  approval 
requirements  to  class  III  devices.  These 
priorities  will  be  based  on  the 
classification  panels’  recommendations, 
available  resources,  and  other  relevant 
factors.  The  agency's  priorities  will  be 
reflected  in  the  agency’s  annual  budget 
request  and  other  publicly  available 
documents  and  may  be  published  in  the 
Federal  Register. 

The  agency  intends  to  proceed  as 
quickly  as  the  statute  and  classification 
panel  resources  permit  to  require 
premarket  approval  of  devices  classified 
into  class  III.  Two  factors  affect  the 
length  of  time  necessary  before  FDA 
requires  submission  of  premarket 
approval  applications  for  any  particular 
device  that  is  classified  by  an  FDA 
regulation  into  class  III;  the  number  of 
devices  reviewed  by  a  panel  and  the 
priority  of  a  particular  device  in  relation 
to  other  class  III  devices  considered  by 
a  classification  panel.  For  example, 
where  FDA  classifies  into  class  III  only 
a  few  devices  within  a  panel’s  specialty 
area,  FDA  may  at  the  same  time  also 
publish  regulations  under  section  515(b) 
of  the  act  requiring  premarket  approval 
for  many  of  the  class  III  devices 
considered  by  the  panel,  regardless  of  a 
high  or  a  low  priority.  Where  practical, 
FDA  will  publish  these  section  515(b) 
regulations  during  the  grace  period  (30 
months)  following  classification,  during 
which  a  device  classified  into  class  III 
by  FDA  regulation  may  lawfully  remain 
on  the  market  without  a  premarket 
approval  application.  The  grace  period 
is  provided  for  in  section  501(f)  of  the 
act  (21  U.S.C.  351(f)). 

Exemptions  For  Class  I  Devices 

Section  513  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act  provides  that  FDA 
may  exempt  a  device  recommended  for 
classification  into  class  I  from  a 
requirement  under  the  following 
sections  of  the  act:  section  510, 
registration;  section  519,  records  and 
reports:  and  section  520(f),  good 
manufacturing  practices. 


Under  section  510  of  the  act,  a  person 
“engaged  in  the  manufacture, 
preparation,  propagation,  compounding 
or  processing  of  *  *  *  a  device  or 
devices”  must  register  with  FDA 
(section  510(b)  through  (i)),  file  a  list  of 
devices  (section  510(j)),  and  notify  FDA 
at  least  90  days  before  beginning 
commerical  distribution  of  a  device 
(section  510(k)).  (See  21  CFR  Part  807.) 
Section  510(g)(4)  authorizes  the  agency 
to  exempt  a  device  from  section  510  if  it 
finds  that  compliance  with  that  section 
is  not  necessary  for  the  protection  of  the 
public  health.  In  §  807.65  (21  CFR 
807.65),  FDA  has  exempted  certain 
classes  of  persons  from  section  510  of 
the  act.  Several  device  classification 
panels  have  recommended  that 
manufacturers  of  certain  class  I  devices 
also  be  exempted  from  all  or  some  of  the 
requirements  of  section  510,  The  agency 
has  determined  that  protection  of  the 
public  health  requires  that 
manufacturers  of  medical  devices,  other 
than  those  already  exempt  under 
§  807.65,  register  and  list  their  products 
with  FDA  to  ensure  that  the  agency  can 
identify  these  manufacturers  and  their 
products  and  conduct  necessary 
inspections. 

The  agency  has  determined,  however, 
for  certain  devices,  that  it  is  not 
necessary  for  the  protection  of  the 
public  health  that  FDA  receive 
premarket  notification  submissions. 
Thus,  the  agency  has  proposed  to 
exempt  certain  devices  from  Subpart  E 
of  Part  807  of  the  regulations,  which 
implements  section  510(k)  of  the  act.  The 
agency  does  not,  at  this  time,  anticipate 
that  premarket  approval  will  be  required 
for  these  devices.  The  agency  believes 
that  the  semiannual  updating  of  device 
listing  under  section  510(j)(2)  will 
provide  FDA  with  adequate  notice  of 
new  products  within  these  generic  types 
of  devices. 

Section  519  of  the  act  authorizes  FDA 
to  issue  regulations  requiring  device 
manufacturers,  importers,  and 
distributors  to  establish  and  maintain 
such  records,  make  such  reports,  and 
provide  such  information  as  the  agency 
may  reasonably  require  to  assure  that 
devices  are  not  adulterated  or 
misbranded  and  to  otherwise  assure 
their  safety  and  effectiveness.  The 
records  and  reports  requirements  in 
several  of  FDA’s  present  device 
regulations  are  authorized,  wholly  or  in 
part,  by  section  519.  The  most  extensive 
of  these  requirements  are  found  in  the 
device  good  manufacturing  practice 
(GMP)  regulation  (21  CFR  Part  820), 
published  in  the  Federal  Register  of  July 
21, 1978  (43  FR  31508).  In  the  future,  FDA 
will  publish  other  regulations  in 
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accordance  with  section  519  of  the  act, 
including  regulations  requiring  reports  to 
FDA  of  experience  with  medical 
devices.  Until  these  regulations  are 
issued,  FDA  believes  tiiat  it  cannot 
properly  issue  exemptions  from  them.  In 
the  future,  whenever  the  agency 
proposes  device  regulations  that  include 
records  and  reports  requirements, 
interested  persons  may  submit 
comments  requesting  diat  certain 
classes  of  manufacturers  or  other 
persons  be  exempted  from  the 
requirements,  and  FDA  will  issue 
exemptions  that  are  appropriate. 

The  only  type  of  exemption  from 
records  and  reports  requirements  that 
FDA  is  proposing  now,  in  device 
classification  regulations,  is  an 
exemption  of  certain  manufacturers 
from  most  requirements  of  the  device 
GMP  regulation.  As  explained  below, 
the  exemption  will  not  extend  to  two 
device  GMP  records  requirements. 

The  device  GMP  regulation  was 
published  in  final  form  in  the  Federal 
Register  of  July  21, 1978.  At  the  time  of 
the  Panel’s  recommendations,  the  GMP 
regulation  had  not  yet  been 
promulgated,  and  the  agency  had  not  yet 
developed  criteria  for  exempting  a  class 
I  device  from  GMP  requirements.  The 
agency  has  now  decided  that,  if  any  one 
of  the  following  criteria  is  met,  FDA  will 
consider  exempting  from  the  GMP 
regulation  a  class  I  device  that  is  not 
labeled  or  otherwise  represented  as 
sterile.  The  agency  will  not,  however, 
exempt  a  device  from  §  820.180  (21  CFR 
820.180),  with  respect  to  general 
requirements  concerning  records,  or 
§  820.198  (21  CFR  820.198),  with  respect 
to  complaint  files.  The  criteria  are: 

1.  FDA  has  determined,  based  on 
adequate  information  about  current 
practices  in  the  manufacture  of  the 
device  and  about  user  experience  with 
the  device,  that  application  of  the  GMP 
regulation  is  unlikely  to  improve  the 
safety  and  effectiveness  of  the  device. 

2.  roA  has  determined  that  all 
possible  defects  relating  to  the  safety 
and  effectiveness  of  the  device  are 
readily  detectable  before  use,  either 
through  visual  examination  by  the  user 
or  routine  testing  before  use,  e.g.,  testing 
a  clinical  laboratory  reagent  with 
positive  and  negative  controls. 

3.  FDA  has  determined  that  any  defect 
in  the  device  that  is  not  readily 
detectable  will  not  result  in  a  device 
failure  that  could  hav6  an  adverse  effect 
on  the  patient  or  other  user. 

FDA  has  determined  that  no  device 
that  is  labeled  or  otherwise  represented 
as  sterile  will  be  exempted  from  the 
device  GMP  regulation.  Such  a  device 
must  be  subject  to  the  entire  GMP 
regulation  to  ensure  that  manufacturers 


adequately  reduce  the  bioburden 
(number  of  microorganisms)  on  the 
device  and  its  components  during  the 
manufacturing  process.  This  reduction  is 
accomplished  through  adherence  to  a 
comprehensive  quality  assurance 
program  as  required  by  the  GMP 
regulation,  with  adequate  environmental 
controls,  trained  personnel,  appropriate 
maintenance  and  calibration  of 
sterilization  equipment,  recordkeeping 
concerning  lot  sterility,  strict  packaging 
and  labeling  controls,  and  other  quality 
assurance  measures. 

The  agency  also  has  determined  that 
no  exemption  from  the  device  GMP 
regulation  will  extend  to  §  820.180,  with 
respect  to  general  requirements 
concerning  records,  or  §  820.198,  with 
respect  to  complaint  files.  The  agency 
believes  that  granting  exemptions  from 
these  sections  would  not  be  in  the  public 
interest,  and  that  compliance  with  these 
sections  is  not  unduly  burdensome  for 
device  manufacturers.  To  ensure  that 
device  manufacturers  have  adequate 
systems  for  complaint  investigation  and 
followup,  all  such  manufacturers  are 
required  to  comply  with  the  complaint 
file  requirements  of  §  820.198.  All  device 
manufacturers  also  are  required  to 
comply  with  the  general  requirements 
concerning  records  in  §  820.180  to 
ensure  that  FDA  has  access  to 
complaint  files,  can  investigate  device- 
related  injury  reports  and  complaints 
about  product  defects,  may  determine 
whether  the  manufacturer’s  corrective 
actions  are  adequate,  and  may 
determine  whether  the  exemption  from 
other  sections  of  the  GMP  regulation  is 
still  appropriate. 

In  general,  FDA  has  not  initiated 
proposals  to  exempt  manufacturers  of 
class  I  devices  from  requirements  under 
section  510,  519,  or  520(f)  but  has  acted 
on  the  basis  of  exemption 
recommendations  of  the  device 
classification  panels.  Manufacturers  and 
other  interested  persons  may  submit 
comments  on  the  appropriateness  of 


exemptions  of  manufacturers  of  class  I 
devices  that  are  not  the  subject  of  panel 
exemption  recommendations.  FDA  will 
consider  granting  exemptions  from  the 
requirement  of  premarket  notihcation 
and  from  the  GMP  regulation  (other  than 
§  §  820.180  and  820.198)  according  to  the 
policies  and  criteria  discussed  above. 
Comments  requesting  additional 
exemptions  should  be  supported  by 
information  showing  that  the  exemption 
of  manufacturers  of  a  device  from  the 
premarket  notification  requirement  or 
the  GMP  regulatioil  (other  than 
S§  820.180  and  820.198),  or  both,  is 
consistent  with  the  policies  and  criteria 
discussed  above. 

At  the  February  7, 1979  meeting  of  the 
Physical  Medicine  Device  Classification 
Panel,  representatives  from  the 
American  Orthotic  and  Prosthetic 
Association  (AOPA)  requested 
exemptions  from  premarket  notiHcation 
(section  510(k)  of  the  act),  records  and 
reports  (section  519  of  the  act),  and  good 
manufacturing  practices  (section  520(f) 
of  the  act)  for  40  orthotic/prosthetic 
devices.  'The  40  orthotic/prosthetic 
devices  are  included  in  the  proposed 
regulations  published  in<this  issue  imder 
the  following  Hearing  Clerk  docket 
numbers:  78N-1194,  78N-1200.  78N-1201, 
78N-1203,  78N-1204,  78N-1209,  and  78N- 
1210.  The  Panel  members  recommended 
that  FDA  accept  AOPA’s  request  for 
these  exemptions.  This  recommendation 
for  exemptions  will  be  considered  as 
part  of  the  comments  received  on  the 
physical  medicine  device  proposed 
regulations. 

List  of  Physical  Medicine  Devices 

The  following  is  a  list  showing  the 
physical  medicine  devices  that  FDA  is 
proposing  to  classify,  the  section  and 
subpart  of  Part  890  in  the  Code  of 
Federal  Regulations  under  which  the 
regulation  classifying  the  device  will  be 
codified,  the  docket  number  of  the 
proposed  classification  regulation,  and 
the  proposed  classification  of  each 
device. 


Section 


Device 


[locket  No.  Class 


Subpart  B— Physical  Medicine  Oiaqnostic  Devices 


890.1100 .  Powered  myoelectric  biofeedback  equipment . 

890.1175 .  Electrode  cable . 

890.1225  .  CtKonaximeter . . 

890.1375  -  .  Diagnostic  electromyograph. . 

890.1385  .  Diagnostic  electromyograph  needle  electrode _ _ 

890.1450  _  .  Powered  reflex  hammer . 

890.1575  -  .  Forcenneasuring  platform _ 

890.1600  ~  .  Intermittent  pressure  measurement  system . . 

890.1615 .  Miniature  pressure  transducer . . . 

690.1850 _ _  Diagmstic  musde  stimulator . . . 

890.1925 _ _  Isokinetic  testing  and  evaluation  system... . . 

Subpart  C  [Reserved] 

Subpart  O— Physical  Medicme  Prosthetic  Devces 

.  M0.3025 .  Prosthetic  and  orthotic  accessories . . . 

0903075.... .  Cane . 

890.3100 .  Mechanical  chair . . 


78N-1183 

78N-1184 

78N-1185 

78N-1186 

78N-1187 

78N-1188 

78N-1189 

78N-1190 

78N-1191 

78N-1192 

78N-1193 


78N-1194 

78N-1195 

78N-1196 


n 

I 

n 

H 

II 

u 

N 

II 

II 

II 

H 


I 

I 

I 
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Sectwo  Device  Docket  No.  Cl«M 


Subpart  0— Pmysicai  MEoictNE  Prosthetic  DEvices  — Continued 


..  78N-1197 

II 

...  78N-1196 

1 

78N-1199 

1 

External  Imb  orthotic  components . .  - 

78N-1200 

1 

78N-1201 

1 

78N-1202 

II 

...  7BN-1203 

1 

...  7BN-1204 

1 

78N-120S 

II 

Plinth . . 

78N-1208 

1 

78N-1207 

III 

78N-1208 

1 

890  3665 

Cogenitai  hip  dislocation  atxkiction  splint . 

78N-1209 

1 

78N-1210 

1 

...  78N-1211 

II 

...  78N-1212 

1 

...  78N-1213 

H 

890.3726  _ 

Powered  environmental  control  system - - - - 

._  78N-1214 

II 

...  78N-1215 

1 

...  78N-1216 

II 

...  78N-1217 

1 

...  78N-1218 

II 

890  3825 . . . 

78N-1219 

1 

76N-1220 

690  3860 

78N-1221 

II 

78N-1222 

II 

78N-1223 

IH 

7SN-1224 

II 

890  3910  _ — . . . . 

78N-122S 

78N-1226 

1 

flon  Mrm  . 

.„  78N-1227 

II 

Aon  .‘vun 

...  78N-1228 

Subpart  E [Reserved] 

Subpart  F— Physical  Medicine  Therapeutk;  Devices 

890.5050 . 

...  78N-1229 

1 

890.5100 . 

...  78N-1230 

II 

890  5110 . 

78N-1231 

II 

890  5125 . 

---  78N-1232 

1 

ftansiso 

78N-1233 

II 

890.5160 . 

-  78N-1234 

II 

890.5170 _ 

7BN-1235 

II 

800  ^180 . 

76N-1236 

1 

890  5225 _ _ _ 

...  78N-1237 

II 

aao  S250 . 

78N-1238 

II 

890  5275... . _ . 

78N-1239 

II.  Ill 

890.5290 

78N-1241 

II.  Ill 

690.5300 

78N-1242 

II,  III 

890.5350 

78N-1243 

1 

690.5360 

78N-12^ 

II 

890.5370 

-  78N-1245 

890.5380 

76N-12^ 

II 

690.5500 . . « . 

78N-1248 

11 

890.5525  » 

7bN>1249 

II,  III 

890.5575  __ 

78N-1250 

II 

890.5650  . 

....  78N-1251 

II 

690.5660 

....  76N-1252 

II 

890  5700 _ _ _ _ 

....  78N-1253 

8905710 _ _ _ _ 

7eN-1254 

1 

890.5720 . . 

....  78N-1255 

II 

890  5790 . 

....  78N-1256 

1 

890.5740  _  - 

....  78N-1257 

II 

890.5765 

....  7eN-1258 

890.5650 

78N-1259 

II 

890.5860 _ 

...  7ftN-1?60 

It  III 

890.5880  - 

78N-1261 

II 

890.5900 

78N-1262 

It 

690.5925 

.  76^-1263 

1 

890.5940 

.  7eN-1264 

II 

890  5950 

78N-1265 

II 

890.5975 

78N-1266 

II 

Devices  Considered  by  Two  or  More 
Panels 

Many  devices  were  reviewed  by  two 
or  more  device  classification  panels.  For 
these  devices.  FDA  will  publish  each 
panel's  recommendations  and  a  single 
proposed  classification  regulation.  I^e 
following  devices  were  considered  by 
the  Physical  Medicine  Device 


'  Classification  Panel  and  by  other 
panels: 

1.  The  Neurological  Device 
Classification  Panel  and  the  Physical 
Medicine  Device  Classification  Panel 
recommended  that  the  chronaximeter  be 
classified  into  class  II.  The  devices 
reviewed  by  the  two  Panels  are 
essentially  the  same.  Therefore,  the 
agency  is  proposing  a  single  regulation 
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classifying  the  chronaximeter  into  class 
II  and  is  publishing  the  two  Panels' 
recommendations  in  a  proposal 
appearing  elsewhere  in  this  issue  of  the 
Federal  Register. 

2.  The  Neurological  Device 
Classification  Panel  and  the 
Anesthesiology  Device  Classification 
Panels  recommended  that  the 
electromyograph  and  electromyograph 
monitor  be  classified  into  class  II.  The 
Physical  Medicine  Device  Classification 
Panel  recommended  that  the  diagnostic 
electromyograph  be  classiHed  into  class 
II.  These  devices  are  essentially  the 
same.  Therefore,  the  agency  is  proposing 
a  single  regulation  classifying  the 
diagnostic  electromyograph  device  into 
class  II  and  is  publishing  the  three 
Panels’  recommendations  in  the 
proposal  appearing  elsewhere  in  this 
issue  of  the  Federal  Register. 

3.  The  General  Hospital  and  Personal 
Use  Device  Classification  Panel 
recommended  that  the  wheeled  geriatric 
chair  be  classified  into  class  I.  The 
Physical  Medicine  Device  Classification 
Panel  recommended  that  the  mechanical 
chair  be  classified  into  class  I.  The 
agency  has  determined  that  these 
devices  are  essentially  the  same. 
Therefore,  the  agency  is  proposing  a 
single  regulation  classifying  the 
mechanical  chair  into  class  I  and  is 
publishing  the  two  Panels’ 
recommendations  in  a  proposal 
appearing  elsewhere  in  this  issue  of  the 
Federal  Register. 

4.  The  General  Hospital  and  Personal 
Use  Device  Classification  Panel 
recommended  that  the  silicone  chair 
cushion  be  classified  into  class  1.  The 
Physical  Medicine  Device  Classification 
Panel  recommended  that  the  flotation 
cushion  be  classified  into  class  I.  The 
agency  has  determined  that  these 
devices  are  essentially  the  same. 
Therefore,  the  agency  is  proposing  a 
single  regulation  classifying  the  flotation 
cushion  into  class  I  and  is  publishing  the 
two  Panels’  recommendations  in  a 
proposal  appearing  elsewhere  in  this 
issue  of  the  Federal  Register. 

5.  The  Gastroenterology  Device 
Classification  Panel  recommended  that 
the  abdominal  belt  be  classiHed  into 
class  II.  The  Physical  Medicine  Device 
Classification  Panel  recommended  that 
the  truncal  orthosis  be  classified  into 
class  I.  The  agency  has  determined  that 
these  devices  are  essentially  the  same. 
Therefore,  the  agency  is  proposing  a 
single  regulation  classifying  the  truncal 
orthosis  into  class  I  and  is  publishing  the 
two  Panels'  recommendations  in  a 
proposal  appearing  elsewhere  in  this 
issue  of  the  Federal  Register. 

6.  The  Obstetrics/Gynecological 
Device  Classification  Panel 


recommended  that  the  manual  sitz  bath 
kit  (not  heated)  be  classified  into  class  I. 
The  Physical  Medicine  Device 
Classification  Panel  recommended  that 
the  nonpowered  sitz  bath  be  classified 
into  class  I.  The  agency  has  determined 
that  these  devices  are  essentially  the 
same.  Therefore,  the  agency  is  proposing 
a  single  regulation  classifying  the 
nonpowered  sitz  bath  into  class  I  and  is 
publishing  the  two  Panels’ 
recommendations  in  a  proposal 
appearing  elsewhere  in  this  issue  of  the 
Federal  Register. 

7.  The  General  Hospital  and  Personal 
Use  Device  Classification  Panel 
recommended  that  the  AC-powered 
water  flotation  bed  be  classified  into 
class  II.  The  Physical  Medicine  Device 
Classification  Panel  recommended  that 
the  powered  flotation  therapy  bed  be 
classified  into  class  II.  The  agency  has 
determined  that  these  devices  are 
essentially  the  same.  Therefore,  the 
agency  is  proposing  a  single  regulation 
classifying  the  powered  flotation  bed 
into  class  II  and  is  publishing  the  two 
Panels’  recommendations  in  a  proposal 
appearing  elsewhere  in  this  issue  of  the 
Federal  Register. 

8.  The  General  Hospital  and  Personal 
Use  Device  Classification  Panel 
recommended  that  the  heat  lamp 
(infrared)  be  classified  into  class  I.  The 
Physical  Medicine  Device  Classification 
Panel  recommended  the  the  infrared 
lamp  be  classified  into  class  II.  The 
agency  has  determined  that  these 
devices  are  essentially  the  same. 
Therefore,  the  agency  is  proposing  a 
single  regulation  classifying  the  infrared 
lamp  into  class  II  and  is  publishing  the 
two  Panels’  recommendations  in  a 
proposal  appearing  elsewhere  in  this 
issue  of  the  Federal  Register. 

9.  The  General  Hospital  and  Personal 
Use  Device  Classification  Panel 
recommended  that  the  chemical  hot 
pack  and  chemcial  cold  pack  be 
classified  into  class  I.  The  Physical 
Medicine  Device  Classification  Panel 
recommended  that  disposable  hot  and 
cold  packs  be  classified  into  class  II. 

The  agency  has  determined  that  these 
devices  are  essentially  the  same. 
Therefore,  the  agency  is  proposing  a 
single  regulation  classifying  the 
disposable  hot  or  cold  pack  into  class  I 
and  is  publishing  the  two  Panels’ 
recommendations  in  a  proposal 
appearing  elsewhere  in  this  issue  of  the 
Federal  Register. 

10.  The  General  and  Plastic  Surgery 
Device  Classification  Panel 
recommended  that  the  GPS  muscle 
stimulator  be  classified  into  class  II.  The 
Physical  Medicine  Device  Classification 
Panel  recommended  that  the  powered 
muscle  stimulator  be  classified  into 
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class  II.  The  agency  has  determined  that 
these  devices  are  essentially  the  same. 
Therefore,  the  agency  is  proposing  a 
single  regulation  classifying  the 
powered  muscle  stimulator  into  class  II 
and  is  publishing  the  two  Panels’ 
recommendations  in  a  proposal 
appearing  elsewhere  in  this  issue  of  the 
Federal  Register. 

11.  The  Anesthesiology  Device 
Classification  Panel  recommended  that 
the  bicycle  ergometer  and  treadmill 
ergometer  be  classified  into  class  II.  The 
Physical  Medicine  Device  Classification 
Panel  recommended  that  powered 
exercise  equipment  be  classified  into 
class  II.  The  agency  has  determined  that 
these  devices  are  essentially  the  same. 
Therefore,  the  agency  is  proposing  a 
single  regulation  classifying  powered 
exercise  equipment  into  class  II  and  is 
publishing  the  two  Panels’ 
recommendations  in  a  proposal 
appearing  elsewhere  in  this  issue  of  the 
Federal  Register. 

12.  The  Dental  Device  Classification 
Panel  recommended  that  the 
iontophoretic  device  be  classified  into 
class  I.  The  Ear,  Nose,  and  Throat 
Device  Classification  Panel 
recommended  that  the  iontophoretic 
anesthetizer  be  classified  into  class  II. 
The  Physical  Medicine  Device 
Classification  Panel  recommended  that 
the  iontophoresis  device  be  classified 
into  class  II.  The  agency  has  determined 
that  these  devices  are  essentially  the 
same.  Therefore,  the  agency  is  proposing 
a  single  regulation  classifying  the 
iontophoresis  device  into  class  II  for  its 
use  in  the  diagnosis  of  cystic  fibrosis,  for 
the  acceleration  of  flouride  in  dentistry, 
and  for  the  local  anesthesia  of  the  intact 
tympanic  membrane,  and  into  class  III 
for  any  other  uses.  The  agency  is 
publishing  the  three  Panels’ 
recommendations  in  a  proposal 
appearing  elsewhere  in  this  issue  of  the 
Federal  Register. 

13.  The  Physical  Medicine  Device 
Classification  Panel  and  the  other 
panels  listed  below  made  classification 
recommendations  concerning  the 
following  devices: 


Device  Other  panel 


Composite  surface  biopotential  electrode....  Neurological. 

Metallic  surface  biopotential  electrode .  Neurological. 

Metallic  electrode  wfth  soft  pad  covering.....  Neurological. 

Electrode  gel .  Neurological. 

Physical  medicine  dynamometer .  Orthopedic 

Touch  discriminator  esthesiometer .  Neurological. 

Two-pomt  discriminator  esthesiometer _  Neurological. 

ACponvered  goniometer _  Orthopedic. 

Mechanical  goniometer .  Orthopedic. 

AOpowered  skin  resistance  meter... . . Neurological. 


Device  Classification  Panel  concurs 
with  the  Neurological  Device 
Classihcation  Panel’s  class  II 


recommendation  for  these  devices.  The 
recommendation  appears  in  a  proposed 
regulation  in  the  November  28, 1978 
Federal  Register  (43  FR  55650,  55648). 

Environmental  Impact 

FDA  has  carefully  considered  the 
environmental  effects  of  proposed 
§890.1  and  of  the  proposed  physical 
medicine  device  classihcation 
regulations  and  has  concluded  that  an 
environmental  impact  statement  is  not 
required  because  the  proposed  actions 
will  not  signiHcantly  affect  the  quality  of 
the  human  environment.  A  copy  of  the 
environmental  impact  assessment  is  on 
file  with  the  Hearing  Clerk,  Food  and 
Drug  Administration  (address  above). 

Therefore,  imder  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513  and 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  U.S.C.  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  that  Chapter  1  of  Title  21  of  the 
Code  of  Federal  Regulations  be 
amended  by  adding  new  Part  890, 
Subpart  A,  to  read  as  follows; 

PART  890— PHYSICAL  MEDICINE 
DEVICES 

Subpart  A— General  Provisions 

Sec. 

890.1  Scope. 

Authority:  Secs.  513  and  701(a),  52  Stat. 
1055,  90  Stat.  540-546  (21  U.S.C.  360c  and 
701(a)). 

Subpart  A— General  Provisions 

§  890.1  Scope. 

(a)  This  part  sets  forth  the 
classification  of  physical  medicine 
devices  intended  for  human  use. 

(b)  The  identification  of  a  device  in  a 
regulation  in  this  part  is  not  a  precise 
description  of  every  device  that  is.  or 
will  be,  subject  to  the  regulation.  A 
manufacturer  who  submits  a  premarket 
notification  submission  for  a  device 
under  Part  807  of  this  chapter  cannot 
show  merely  that  the  device  is 
accurately  described  by  the  section  title 
and  identiHcation  provision  of  a 
regulation  in  this  part,  but  shall  state 
why  the  device  is  substantially 
equivalent  to  other  devices,  as  required 
by  §  807.87  of  this  chapter. 

(c)  To  avoid  duplicative  listings,  a 
physical  medicine  device  that  has  two 
or  more  types  of  uses  (e.g.,  use  both  as  a 
diagnostic  device  and  as  a  threapeutic 
device)  is  listed  in  the  subpart 
representing  one  use  of  the  device, 
rather  than  in  two  or  more  subparts. 

Interested  persons  may.  on  or  before 
October  29, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 


Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Conunents  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
the  hours  of  9  a.m.  and  4  p.m.,  Monday 
through  Friday. 

In  accordance  with  Executive  Order 
12044,  the  economic  effects  of  this 
proposal  have  been  carefully  analyzed, 
and  it  has  been  determined  that  the 
proposed  rulemaking  does  not  involve 
major  economic  consequences  as 
defined  by  that  order.  A  copy  of  the 
regulatory  analysis  assessment 
supporting  this  determination  is  on  file 
with  the  Hearing  Clerk,  Food  and  Drug 
Administration. 

Dated:  August  14, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

[FR  Doc.  79-26280  Filed  8-27-79:  8:45  am] 

BILUNG  CODE  4110-03-M 


[21  CFR  Part  890] 

[Docket  No.  78N-1183] 

Medical  Devices;  Classification  of 
Powered  Myoelectric  Biofeedback 
Equipment 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  Rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  powered  myoelectric 
biofeedback  equipment  into  class  II 
(performance  standards).  This  proposed 
classification  applies  to  all  powered 
myoelectric  biofeedback  equipment 
whether  powered  by  alternating  current 
(AC)  or  batteries.  The  FDA  is  also 
publishing  the  recommendation  of  the 
Physical  Medicine  Device  Classification 
Panel  that  the  device  be  classified  into 
class  II  if  powered  by  alternating  current 
and  classified  into  class  I  if  battery 
powered.  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
The  effect  of  classifying  a  device  into 
class  I  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
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dates:  Comments  by  October  29, 1979. 
The  Commissioner  of  Food  and  Drugs 
proposes  that  the  final  regulation  based 
on  this  proposal  become  effective  30 
days  after  the  date  of  its  publication  in 
the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7238. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  with  respect  to  the 
classification  of  powered  myoelectric 
biofeedback  equipment: 

1.  Identification;  Powered  myoelectric 
biofeedback  equipment  is  a  device  that 
monitors  certain  bodily  functions  (e.g., 
muscle  contraction/relaxation,  skin 
temperature,  and  electrical  resistance  of  skin] 
and  displays  the  output  of  the  device  to  the 
patient  and  is  used  to  decrease 
psychophysiological  symptoms  and  aid  in 
muscle  training  performance.  The  device  may 
be  powered  by  alternating  current  (AC),  or  it 
may  be  battery  powered. 

2.  Recommended  classification:  The  Panel 
recommends  that  myoelectric  biofeedback 
equipment  that  is  powered  by  AC  be 
classified  into  class  II  (performance 
standards)  and  that  establishing  a 
performance  standard  for  this  device  be  a 
low  priority.  The  Panel  also  recommends  that 
devices  of  this  type  that  are  battery  powered 
be  classified  into  class  I  (general  controls), 
with  no  exemptions. 

3.  Summary  of  reasons  for 
recommendation;  The  Panel  recommends  that 
powered  myoelectric  biofeedback  equipment 
be  classified  into  class  II  if  AC  powered 
because  the  Panel  believes  that  a  standard  is 
necessary  to  control  electrical  current  to 
prevent  shock  and  bums.  The  device  applies 
an  electrical  current  to  the  body  to  measure 
the  intrinsic  electrical  properties  of  muscles 
and  nerves,  and  to  measure  skin  temperature 
and  resistance.  The  Panel  believes  that  the 
measurement  limitations  inherent  in  this 
technique  should  be  clearly  specified  by  the 
manufacturers  of  the  device.  The  Panel 
believes  that  general  controls  will  not 
provide  sufficient  control  over  the  electrical 
characteristics  of  the  AC-powered  version  of 
this  device.  The  Panel  believes  that  a 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device  and  that  there  is 


sufficient  information  to  establish  a  standard 
to  provide  such  assurance. 

The  Panel  believes  that  general  controls 
would  provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  battery-powered 
models  of  this  device  because  the  risks  of 
electrical  shock  and  bums  for  such  a  device 
are  minimal.  Therefore,  the  Panel 
recommends  that  battery-powered  models  of 
this  device  be  classified  into  class  I. 

4.  Summary  of  data  on  which  the 
recommendation  is  based;  The  Panel  based 
its  recommendation  on  the  potential  hazards 
associated  with  AC-powered  devices:  the 
Panel  members’  personal  knowledge  of,  and 
familiarity  with,  the  device:  a  review  of  the 
pertinent  literature  (Refs.  1  through  4];  and 
information  presented  during  a  Panel 
meeting.  The  Panel  recommends  that  the 
device  be  restricted  in  use  to  professionally 
qualified  persons  recognized  as  experienced 
in  the  diagnosis,  evaluation  and/or  treatment 
of  the  specific  condition  involved.  At  the 
Panel  meeting  of  December  6, 1976,  Dr. 
Kenneth  Gaarder,  University  of  Texas  (Ref. 

1),  discussed  the  “Clinical  use  of 
Electromyography  (EMC)  in  Biofeedback.’’ 

He  presented  methods  and  indications  of 
treatment  and  various  other  aspects  of 
biofeedback.  Dr.  Gaarder  stated  that  the 
procedures  are  safe  with  carefully  made 
instmments  and  that  standards  could  assure 
the  production  of  high  quality  instruments. 

5.  Risks  to  health;  (a)  Electrical  shock;  The 
patient  may  receive  an  electrical  shock 
because  the  device  is  electrically  powered 
and  connected  to  the  patient  by  means  of 
electrodes. 

(b)  Misdiagnosis  and  inappropriate 
therapy;  Inaccurate  measurement  function  of 
the  device  could  lead  to  misdiagnosis  and 
subsequent  inappropriate  therapy. 

Proposed  Classincation 

The  Commissioner  has  reviewed  the 
Panel  recommendation  on  powered 
myoelectric  biofeedback  equipment  and 
three  studies  in  the  literature,  the  results 
of  which  support  the  effectiveness  and 
therapeutic  value  of  biofeedback  in 
rehabilitation  (Refs.  2,  3,  and  4).  The 
Conunissioner  has  concluded  that  all 
powered  biofeedback  equipment, 
whether  battery  powered  or  AC 
powered,  should  be  subject  to 
performance  standards.  The 
Commissioner  believes  that  the  battery- 
powered  device,  as  well  as  the  AC- 
powered  device,  presents  a  risk  of 
electrical  shock  injuries.  Therefore,  the 
Commissioner  is  proposing  that  all 
powered  myoelectric  biofeedback 
equipment  be  classiHed  into  class  II 
(performance  standards).  The 
Commissioner  believes  that  a 
performance  standard  is  necessary  for 
*  this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device.  A 
performance  standard  will  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The 
Commissioner  also  believes  that  there  is 


sufficient  information  to  establish  a 
performance  standard  for  this  device. 

References 

The  following  information  has  been 
placed  in  the  office  of  the  Hearing  Clerk 
(address  above),  and  may  be  seen  by 
interested  persons,  from  9  a.m.  to  4  p.m., 
Monday  through  Friday. 

1.  Gaarder,  K.,  “Clinical  Use  of 
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Summary  Minutes  of  the  Second  Meeting  of 
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Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  proposes  to  amend  Part 
890  by  adding  new  Subpart  B  and 
§  890.1100,  to  read  as  follows: 

Subpart  B— Physical  Medicine 
Diagnostic  Devices 

§  890. 1 1 00  Powered  myoelectrical 
biofeedback  equipment. 

(a)  Identification.  Powered 
myoelectric  biofeedback  equipment  is  a 
device  that  monitors  certain  bodily 
functions  (e.g.,  muscle  contraction/ 
relaxation,  skin  temperature,  and 
electrical  resistance  of  skin)  and 
displays  the  output  of  the  device  to  the 
patient  and  is  used  to  decrease 
psychophysiological  symptoms  and  aid 
in  muscle  training  performance.  The 
device  may  be  powered  by  alternating 
current  (AC),  or  it  may  be  battery  / 
powered, 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  29, 1979,  submit  to  the  offfce  of 
the  Hearing  Clerk  (HFA-305),  Food  and 
Drug  Administration,  Rm.  4-65,  5600 
Fishers  Lane,  Rockville,  MD  20857, 
written  comments  regarding  this 
proposal.  Four  copies  of  all  comments 
shall  be  submitted,  except  that 
individuals  may  submit  single  copies  of 
comments,  and  shall  be  identiffed  with 
the  Hearing  Clerk  docket  number  found 
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in  brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  the 
hours  of  9  a.m.  and  4  p.m.,  Monday 
through  Friday. 

Dated:  August  14, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  7»-2e261  Filed  8-27-79;  8:45  am] 

BILLING  CODE  4110-03-M 


[21  CFR  Part  890] 

[Docket  No.  78N-11S4] 

Medical  Devices;  Classification  of 
Electrode  Cables 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  electrode  cables  into  class  I 
(general  controls).  The  FDA  is  also 
publishing  the  recommendation  of  the 
Physical  Medicine  Device  passification 
Panel  that  the  device  be  classified  into 
class  I.  The  effect  of  classifying  a  device 
into  class  I  is  to  require  that  the  device 
meet  only  the  general  controls 
applicable  to  all  devices.  After 
considering  public  comments,  FDA  will 
issue  a  final  regulation  classifying  the 
device.  These  actions  are  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

DATES:  Comments  by  October  29, 1979. 
The  Commissioner  of  Food  and  Drugs 
proposes  that  the  final  regulation  based 
on  this  proposal  become  effective  30 
days  after  the  date  of  its  publication  in 
the  Federal  Register. 
address:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  A- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W.  Bailey.  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7238. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 


recommendation  with  respect  to  the 
classification  of  electrode  cables: 

1.  Identihcation:  An  electrode  cable  is  a 
device  composed  of  strands  of  insulated 
electrical  conductors  laid  together  around  a 
central  core  and  used  to  connect  an  electrode 
from  a  patient  to  a  diagnostic  machine. 

2.  Recommended  classification:  Class  I 
(general  controls).  The  Panel  recommends 
that  there  be  no  exemptions. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
electrode  cables  be  classified  into  class  I 
because  this  is  a  simple  device  that  presents 
no  undue  risks  to  health  when  used  in  a 
normal  manner  and  for  the  purpose 
recommended.  The  Panel  believes  that 
general  controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members’ 
personal  knowledge  of,  and  familiarity  with, 
this  device. 

5.  Risks  to  health:  None  identifled. 
Proposed  Classification 

The  Commissioner  agrees  with  the 
Panel  recommendation  and  is  proposing 
that  electrode  cables  be  classihed  into 
class  I  (general  controls),  with  no 
exemptions.  The  Commissioner  believes 
that  general  controls  are  sufficient  to 
provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  device. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C,  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  proposes  to  amend  Part 
890  in  Subpart  B  by  adding  new 
§  890.1175,  to  read  as  follows: 

§  890. 1175  Electrode  cable. 

(a)  Identification.  An  electrode  cable 
is  a  device  composed  of  strands  of 
insulated  electrical  conductors  laid 
together  around  a  central  core  and  used, 
to  connect  an  electrode  from  a  patient  to 
a  diagnostic  machine. 

(b)  Classification.  Class  I  (general 
controls). 

Interested  persons  may,  on  or  before 
October  29, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  document  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  the 
hours  of  9  a.m.  and  4  p.m.,  Monday 
through  Friday. 


Dated:  August  14, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

[FR  Doc.  79-28262  Filed  8-27-79;  8:45  am] 

BILUNQ  CODE  4110-03-M 


[21  CFR  Part  890] 

[Docket  No.  78N-118S1 

Medical  Devices;  Classification  of 
Chronaximeters 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  Rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  chronaximeters  into  class  II 
(performance  standards).  The  FDA  is 
also  publishing  the  recommendation  of 
the  Physical  Medicine  Device 
Classffication  Panel  and  the 
Neurological  Device  Classification  Panel 
that  the  device  be  classified  into  class  II. 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
After  considering  public  comments,  FDA 
will  issue  a  final  regulation  classifying 
the  device.  These  actions  are  being 
taken  under  the  medical  Device 
Amendments  of  1976. 

DATES:  Comments  by  October  29, 1979. 
The  Commissioner  of  Food  and  Drugs 
proposes  that  the  final  regulation  based 
on  this  proposal  become  effective  30 
days  after  the  date  of  its  publication  in 
the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7238. 

SUPPLEMENTARY  INFORMATION; 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel  and  the 
Neurological  Device  Classification 
Panel,  FDA  advisory  committies,  made 
the  following  recommendations  with 
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respect  to  the  classification  of 
chronaximeters: 

1.  Identification;  A  chronaximeter  is  a 
device  that  measures  nuromuscular 
excitability  by  means  of  a  strength-duration 
curve  that  provides  a  basis  for  diagnosis  and 
prognosis  of  neurological  dysfunction. 

2.  Recommended  classification:  Class  II 
(performance  standards).  The  Panels 
recommend  that  the  establishment  of  a 
performance  standard  for  this  device  be  a 
low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panels  recommend  that 
the  chronaximeter  be  classified  into  class  II 
because  the  device  is  electrically  powered 
and  applies  an  electric  current  through  the 
skin.  The  Panels  believe  that  a  performance 
standard  is  needed  to  control  electrical 
leakage  current  to  prevent  electrical  shock 
and  bums.  The  chronaximeter  provides  a 
measurement  function,  and  the  Panels 
believe  that  the  measurement  limitations  of 
this  device  should  be  clearly  specified  by  the 
manufacturers  of  the  device,  lliey  also 
believe  that  general  controls  will  not  provide 
sufficient  control  over  these  characteristics. 
The  Panels  believe  that  a  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and  effectiveness  of 
the  device  and  that  there  is  sufficient 
information  to  establish  a  standard  to 
provide  such  assurance. 

4.  Summary  of  data  on  which  the 
recommendation  is  based;  The  Panel  based 
its  recommendation  on  the  potential  hazards 
associated  with  this  device;  the  Panel 
members'  personal  knowledge  of,  and 
familiarity  with,  the  device;  and  a  review  of 
the  available  literature  (Refs.  1  and  2).  Harris 
(Ref.  1)  describes  the  procedure  to  be 
followed  in  recording  chronaxy,  and  Parry 
(Ref.  2)  explains  the  plotting  of  the  strength- 
duration  curve  and  what  the  curve 
represents.  The  literature  supports  the  need 
for  accuracy  of  the  prognostic  and  diagnostic 
data  supplied  by  the  chronaximeter. 

5.  Risks  to  health;  (a)  Electrical  shock:  The 
patient  may  receive  an  electrical  shock 
because  the  device  is  electrically  powered 
and  connected  to  the  patient  by  means  of 
electrodes,  (b)  Bums:  Skin  bums  could  result 
from  an  excessive  direct  current  component 
of  the  output,  (c)  Misdiagnosis  and 
inappropriate  therapy:  An  inaccurate 
measurement  function  could  lead  to 
misdiagnosis  and  subsequent  inappropriate 
therapy. 

Proposed  Classiflcation 

The  Commissioner  agrees  with  the 
recommendations  of  the  Physical 
Medicine  Device  Classification  Panel 
and  the  Neurological  Device 
Classification  Panel  and  is  proposing 
that  chronaximeters  be  classified  into 
class  II  (performance  standards).  The 
Commissioner  believes  that  a 
performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 


effectiveness  of  the  device.  The 
Commissioner  also  believes  that  there  is 
sufficient  information  to  establish  a 
performance  standard  for  this  device. 

References 

The  following  information  has  been 
placed  in  the  office  of  the  Hearing  Clerk 
(address  above)  and  may  be  seen  by 
interested  persons,  from  9  a.m.  to  4  p.m., 
Monday  through  Friday. 

1.  Harris,  R.,  “Chronaxy,”  in 
“Electrodiagnosis  and  Electromyography,”  3d 
Ed.,  Edited  by  Ucht,  S.,  Waverly  Press,  Inc., 
Baltimore,  MD,  pp.  218-240, 1971. 

2.  Parry,  C.  B.  W.,  “Strength-Duration 
Curves,"  in  "Electrodiagnosis  and 
Electromyography,"  3d  Ed.,  Edited  by  Licht, 

S.,  Waverly  Press,  Inc.,  Baltimore,  MD,  pp. 
241-271, 1971. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  imder  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  proposes  to  amend  Part 
890  in  Subpart  B  by  adding  new 
§  890.1225,  to  read  as  follows: 

§  890.1225  Chronaximeter. 

(a)  Identification.  A  chronaximeter  is 
a  device  that  measures  neuromuscular 
excitability  by  means  of  a  strength- 
duration  curve  that  provides  a  basis  for 
diagnosis  and  prognosis  of  neurological 
dysfunction. 

(b)  Classification.  Class  11 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  29, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  14, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  7&-26263  Filed  8-27-79;  8:45  am] 

BILLING  CODE  4110-03-M 


(21  CFR  Part  890] 

[Docket  N0.78N-1186] 

Medical  Devices;  Ciassification  of 
Diagnostic  Eiectromyographs 

agency:  Food  and  Drug  Administration. 


action:  Proposed  rule. 

SUMMANy:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  diagnostic  eiectromyographs 
into  class  II  (performance  standards). 
The  FDA  is  also  publishing  the 
recommendation  of  the  Physical 
Medicine  Device  Classification  Panel, 
the  Neurological  Device  Ciassification 
Panel,  and  the  Anesthesiology  Device 
Classification  Panel  that  the  device  be 
classified  into  class  II.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  imder  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  29, 1979, 
The  Commissioner  of  Food  and  Drugs 
proposes  that  the  Rnal  regulation  based 
on  this  proposal  become  effective  30 
days  after  the  date  of  its  publication  in 
the  Federal  Register, 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305], 
Food  and  Drug  Adndnistration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7238. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  the  Neurological 
Device  Classification  Panel,  and  the 
Anesthesiology  Device  ClassiHcation 
Panel,  FDA  advisory  committees,  made 
the  following  recommendation  with 
respect  to  the  classification  of 
diagnostic  eiectromyographs: 

1.  Identihcation:  A  diagnostic 
electromyograph  is  a  device  used  to  monitor 
and  display  the  bioelectric  signals  produced 
by  muscles,  to  stimulate  peripheral  nerves, 
and  to  monitor  and  display  the  electrical 
activity  produced  by  nerves  for  the  diagnosis 
and  prognosis  of  neuromuscular  disease. 

2.  Recommended  classification:  Class  II 
(performance  standards).  The  Panels 
recommend  that  establishing  a  performance 
standard  for  this  device  be  a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Physical  Medicine 
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Device  Classification  Panel  recommends  that 
diagnostic  electromyographs  be  classified 
into  class  II  because  the  device  is  electrically 
powered,  and  the  Panel  believes  a 
performance  standard  is  needed  to  control 
leakage  of  electrical  current  to  prevent 
electrical  shock  and  bums.  Also,  because  the 
device  applies  an  electrical  current  to  the 
body  to  measure  the  intrinsic  electrical 
properties  of  skeletal  muscle,  the  Panel 
believes  that  the  measurement  limitations 
inherent  in  this  technique  should  be  clearly 
specified  by  the  manufacturers  of  the  device. 
The  Panel  also  recommends  that  the  device 
be  restricted  to  use  by  a  physician  trained  in 
diagnostic  electromyography.  The 
Neurological  Device  Classification  Panel 
recommends  that  the  device  be  classified  into 
class  II  because  the  Panel  believes  that  the 
characteristics  of  the  electric  current  applied 
to  the  body  should  be  controlled  to  prevent 
injury.  The  Panel  also  believes  that  the 
measurement  limitations  of  this  device 
should  be  controlled  to  prevent  misdiagnosis. 
The  Anesthesiology  Device  Classihcation 
Panel  recommends  that  the  device  be 
classified  into  class  II  because  the  Panel 
believes  that  a  performance  standard  is 
needed  to  control  electrical  leakage  current 
to  prevent  electrical  shock.  The  Physical 
Medicine  Device  Classification  Panel,  the 
Neurological  Device  Classification  Panel,  and 
the  Anesthesiology  Device  Classification 
Panel  believe  that  general  controls  will  not 
provide  sufficient  control  over  these 
characteristics.  The  Panels  believe  that  a 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device  and  that  there  is 
sufficient  information  to  establish  a  standard 
to  provide  such  assurance. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panels  based 
their  recommendations  on  the  potential 
hazards  associated  with  this  device;  the 
Panel  members'  personal  knowledge  of,  and 
familiarity  with,  the  device;  and  a  review  of 
the  available  literature  (Refs.  1  and  2).  Guld, 
Rosenfalck,  and  Willison  report  that  “*  *  * 
clinical  electromyographers  *  •  *  must 
appreciate  that  electrodes,  amplifiers,  and 
recording  apparatus  need  careful  design  and 
maintenance  to  avoid  distortion  severe 
enough  to  affect  experimental  results."  The 
authors  expand  on  this  topic  and  report  the 
main  sources  of  error  and  distortion  and  the 
problems  of  safety  and  interference  in  the  use 
of  electromyographs  (Ref.  1).  The 
Electrodiagnostic  Subcommittee  of  the 
Physical  Medicine  Device  Classification 
Panel  discussed  the  problem  areas  with  the 
use  of  clinical  electrodiagnostic  equipment  in 
a  presentation  by  Dr.  Joseph  Goodgold,  " 
Department  of  Rehabilitation,  New  York 
University  Medical  Center,  New  York  City 
(Ref.  2).  l^e  Subcommittee  also  discussed 
some  of  the  general  technical  requirements  of 
electromyographic  equipment  in  a 
presentation  by  Stewart  Reiner,  Teca  Corp., 
White  Plains,  New  Jersey  (Ref.  2).  Dr. 
Goodgold  identihed  the  possible  problem 
areas  in  the  clinical  use  of  electrodiagnostic 
equipment.  General  concepts  for  use  of  the 
device  were  presented  (Ref.  2).  Reiner 
presented  for  discussion  the  technical 
requirements,  standard  recommendations, 


and  specific  device  problems  of  the 
electromyograph  (Ref.  2). 

5.  Risks  to  health:  The  Physical  Medicine 
Device  Classification  Panel,  the  Neurological 
Device  Classification  Panel,  and  the 
Anesthesiology  Device  ClassiHcation  Panel 
identified  the  following  risks  to  health,  (a) 
Electrical  shock:  The  patient  may  receive  an 
electrical  shock  because  the  device  is 
electrically  powered  and  connected  to  the 
patient  by  means  of  electrodes,  (b) 
Misdiagnosis  and  inappropriate  therapy: 
Inaccurate  measurement  function  of  the 
device  could  lead  to  misdiagnosis  and 
subsequent  inappropriate  therapy,  (c)  Local 
bums  and  tissue  damage:  Excessive 
stimulation  current  could  cause  local  bums 
and  tissue  damage  to  the  patient. 

Proposed  Classification 

The  Commissioner  agrees  with  the 
Panel  recommendations  and  is 
proposing  that  diagnostic 
electromyographs  be  classified  into 
class  II  (performance  standards).  The 
Commissioner  believes  that  a 
performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device.  A 
performance  standard  will  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The 
Commissioner  also  believes  that  there  is 
sufficient  information  to  establish  a 
performance  standard  for  this  device. 

References 

The  following  information  has  been 
placed  in  the  office  of  the  Hearing  Clerk 
(HFA-305),  (address  above)  and  may  be 
seen  by  interested  persons,  from  9  a.m. 
to  4  p.m.,  Monday  through  Friday. 

1.  Guld,  C.,  A.  Rosenfalck,  and  R.  G. 
Willison,  'Technical  Factors  in  Recording," 
in  Electrodiagnosis  and  Electromyography," 
3d  Ed.,  Edited  by  S.  Licht,  Waverly  Press, 

Inc.,  Baltimore,  MD,  pp.  452-478, 1971. 

2.  Summary  Minutes  of  the  First  Meeting  of 
the  Electrodiagnostic  Subcommittee  of  the  ' 
Physical  Medicine  Device  Classitiction  Panel, 
October  7, 1975. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513  and 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  U.S.C.  5.1),  the 
Commissioner  proposes  to  amend  Part 
890  in  Subpart  B  by  adding  new 
§  890.1375,  to  read  as  follows: 

§  890.1375  Diagnostic  eiectromyograph. 

(a)  Identification.  A  diagnostic 
eiectromyograph  is  a  device  used  to 
monitor  and  display  the  bioelectric 
signals  produced  by  muscles,  to 
stimulate  peripheral  nerves,  and  to 
monitor  and  display  the  electrical 
activity  produced  by  nerves  for  the 
diagnosis  and  prognosis  of 
neuromuscular  disease. 


(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  29, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration ,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  foimd  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  14, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

[FR  Doc.  79-28264  Filed  8-27-79;  8:45  am] 

BILUNG  CODE  4110-03-M 


[21  CFR  Part  890] 

[Docket  No.  78N-1 187] 

Medical  Devices;  Classification  of 
Diagnostic  Eiectromyograph  Needle 
Electrodes 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  diagnostic  eiectromyograph 
needle  electrodes  into  class  11 
(performance  standards).  The  FDA  is 
also  publishing  the  recommendation  of 
the  Physical  Medicine  Device 
Classification  Panel  that  the  device  be 
classified  into  class  II.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  would  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  29, 1979. 
The  Commissioner  of  Food  and  Drugs 
proposes  that  the  final  regulation  based 
on  this  proposal  become  effective  30 
days  after  the  date  of  its  publication  in 
the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
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Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7238.  . 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  with  respect  to  the 
classihcation  of  diagnostic 
electromyograph  needle  electrodes: 

1.  Identification:  A  diagnostic 
electromyograph  needle  electrode  is  a 
monopolar  or  bipolar  needle  that  is  inserted 
into  muscle  or  nerve  tissue  to  sense 
bioelectric  signals.  The  device  is  used  in 
conjunction  with  diagnostic 
electromyography  (recording  the  intrinsic 
electrical  properties  of  skeletal  muscle). 

2.  Recommended  classification:  Class  II 
(performance  standards).  The  Panel 
recommends  that  establishing  a  performance 
standard  for  this  device  be  a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
diagnostic  electromyograph  needle  electrodes 
be  classified  into  class  II  because  the  Panel 
believes  the  hazards  associated  with  this 
device  warrant  a  performance  standard. 

Also,  the  Panel  believes  that  a  performance 
standard  will  assure  that  the  performance 
characteristics  of  the  device  are  maintained 
at  a  satisfactory  level.  The  Panel  believes 
that  the  materials  of  which  the  device  is 
made  should  be  controlled  to  prevent  tip  or 
shaft  failure  and  a  loss  of  insulation.  The 
Panel  believes  that  the  materials  should 
allow  proper  sterilization  of  the  device.  The 
Panel  believes  that  general  controls  would 
not  provide  sufficient  control  over  these 
characteristics.  The  Panel  believes  that  a 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device  and  that  there  is 
sufficient  information  to  establish  a  standard 
to  provide  such  assurance. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  potential  hazards 
associated  with  this  device  and  on  the  Panel 
members;  personal  knowledge  of,  and 
familiarity  with,  the  device. 

5.  Risks  to  health:  (a)  Toxicity:  The 
materials  ushd  could  produce  toxicity,  (b) 
Infection:  Infection  may  result  if  the  device 
cannot  be  adequately  sterilized,  (c) 
Misdiagnosis:  Spontaneous  noise  generation 
and/or  impedence  may  cause  invalid  clinical 
observations  in  electromyography,  (d) 
Inappropriate  therapy:  Loss  of  needle 
insulation  or  tip  failure  could  cause 
misdiagnosis,  resulting  in  inappropriate 
therapy. 

Proposed  Classification 

The  Commissioner  agrees  with  the 
Panel  recommendation  and  is  proposing 
that  diagnostic  electromyograph  needle 


electrodes  be  classiHed  into  class  11 
(performance  standards).  Two  studies 
on  monopolar  electromygraphic  needles 
were  review  (Refs.  1  and  2).  Mikolich 
and  Waylonis  (Ref.l)  studied  the 
durability  of  teflon-coated  needle 
electrodes  over  a  2-year  period.  Their 
study  concluded  that  the  durability  of 
electrode  needles  varies.  It  was  found, 
however,  that  the  most  common  causes 
of  failure  of  tlie  needle  electrode  were 
teflon  failure,  tip  failure,  wire  pin  failure, 
and  electrical  artifact  and  wire  bending. 
Smith  and  Schulte  (Ref.  2)  studied  the 
effects  of  defective  insulation  of 
monopolar  electrode  needles.  They 
concluded  that  "loss  of  insulation  from  a 
monopolar  electrode  can  appreciably 
reduce  action-potential  amplitude.”  This 
reduction  of  action-potential  amplitude 
leaves  the  tip  excessively  exposed  and 
may  result  in  altered  waveforms  leading 
to  misdiagnosis.  The  Commissioner 
believes  Aat  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  The  Commissioner  also  believes 
that  there  is  sufficient  information  to 
establish  a  performance  standard  for 
this  device. 

References 

The  following  information  has  been 
placed  in  the  ofhce  of  the  Hearing  Clerk 
(address  above)  and  may  be  seen  by 
interested  persons,  from  9  a.m.  to  4  p.m., 
Monday  through  Friday. 

1.  Mikolich,  L.  M.  and  G.  W.  Waylonis, 
“Durability  of  Monpolar  Teflon-Coated 
Electromyographic  Needles,"  Archives  of 
Physical  Medicine  and  Rehabilitation,  58: 
448-451, 1977. 

2.  Smith,  E.  M.  and  H.  F,  Schulte,  "Effects  of 
Defective  Insulation  of  Monopolar  Electrodes 
in  Electromyography,"  Archives  of  Physical 
Medicine  and  Rehabilitation,  472-475,  July 
1965. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  proposes  to  amend  Part 
690  in  Subpart  B  by  adding  new 
§  890.1385,  to  read  as  follows: 

§  890. 1 385  Diagnostic  electromyograph 
needle  electrode. 

(a)  Identification.  A  diagnostic 
electromyograph  needle  electrode  is  a 
monopolar  or  bipolar  needle  that  is 
inserted  into  muscle  or  nerve  tissue  to 
sense  bioelectric  signals.  The  device  is 
used  in  conjunction  with  diagnostic 
electromyography  (recording  the 


intrinsic  electrical  properties  of  skeletal 
muscle). 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  29, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  14, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

[FR  Doc.  79-26265  Filed  8-27-79;  8:45  am] 

BILUNQ  CODE  4110-03-M 


[21  CFR  Part  890] 

[Docket  No.  78N-1188] 

Medical  Devices;  Classification  of 
Powered  Refiex  Hammers 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  powered  reflex  hammers  into 
class  II  (performance  standards).  The 
FDA  is  also  publishing  the 
recommendation  of  the  Physical 
Medicine  Device  Classification  Panel 
that  the  device  be  classified  into  class  II. 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
After  considering  public  comments,  FDA 
will  issue  a  final  regulation  classifying 
the  deyice.  These  actions  are  being 
taken  under  the  Medical  Device 
Amendments  of  1976. 

DATES:  Comments  by  October  29, 1979. 
The  Commissioner  of  Food  and  Drugs 
proposes  that  the  final  regulation  based 
on  this  proposal  become  effective  30 
days  after  the  date  of  its  publication  in 
the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W.  Bailey,  Bureau  of  Medical 


50470 


Federal  Register  /  Vol.  44.  No.  168  /  Tuesday.  August  28,  1979  /  Proposed  Rules 


Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7238. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  powered  reflex 
hammers: 

1.  Identification:  A  powered  reflex  hammer 
is  a  motorized  device  used  to  elicit  and 
determine  controlled  deep  tendon  reflexes. 

2.  Recommended  classihcation:  Class  II 
(performance  standards).  The  Panel 
recommends  that  establishing  a  performance 
standard  for  this  device  be  a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
powered  reflex  hammers  be  classified  into 
class  II  because  the  Panel  believes  that  the 
electrical  properties  of  the  device  must  be 
controlled  to  avoid  the  potential  electrical 
hazards  of  shock  and  bums  and  to  prevent 
injury  to  soft  tissues.  The  Panel  believes  that 
the  measurement  limitations  of  this  device 
should  be  clearly  specified  by  the 
manufacturers  of  the  device.  The  Panel 
believes  that  general  controls  will  not 
provide  sufficient  control  over  these 
characteristics.  The  Panel  believes  that  a 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device  and  that  there  is 
sufficient  information  to  establish  a  standard 
to  provide  such  assurance. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  potential  hazards 
associated  with  this  device  and  on  the  Panel 
members’  personal  knowledge  of,  and 
familiarity  with,  the  device. 

5.  Risks  to  health:  (a)  Electrical  shock: 
Excessive  leakage  current  could  result  in 
injury,  or  a  malfunction  of  the  device  could 
result  in  electrical  shock,  (b)  Bodily  injury: 
Injury  to  soft  tissues  could  result  fi^m 
excessive  power  of  impact  and  from 
excursion,  (c)  Misdiagnosis:  Inaccurate 
measurement  function  could  lead  to 
misdiagnosis. 

Proposed  Classification 

The  Commissioner  agrees  with  the 
Panel  recommendation  and  is  proposing 
that  powered  reflex  hammers  be 
classified  into  class  II  (performance 
standards).  The  Commissioner  believes 
that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard 
would  provide  reasonable  assurance  of 


the  safety  and  effectiveness  of  the 
device.  Tbe  Commissioner  also  believes 
that  there  is  sufficient  information  to 
establish  a  performance  standard  for 
this  device. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  proposes  to  amend  Part 
890  in  Subpart  B  by  adding  new 
§  890.1450  to  read  as  follows: 

§  890. 1450  Powered  reflex  hammer. 

(a)  Identification.  A  powered  reflex 
hammer  is  a  motorized  device  used  to 
elicit  and  determine  controlled  deep 
tendon  reflexes. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  29, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  14, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

(FR  Doc.  79-26266  Filed  8-27-79:8:45  am] 

BILLING  CODE  4110-03-M 


[21  CFR  Part  890] 

[Docket  No.  78N-11891 

Medical  Devices;  Classification  of 
Force-Measuring  Platforms 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  relation 
classifying  force-measuring  platforms 
into  class  II  (performance  standards). 
The  FDA  is  also  publishing  the 
recommendation  of  the  Physical 
Medicine  Device  ClassiHcation  Panel 
that  the  device  be  classified  into  class  II. 
The  effect  of  classifying  a  device  into 
class  n  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
After  considering  public  comments,  FDA 
will  issue  a  final  regulation  classifying 


the  device.  These  actions  are  being 
taken  under  the  Medical  Device 
Amendments  of  1976. 

DATES:  Comments  by  October  29, 1979. 
The  Commissioner  of  Food  and  Drugs 
proposes  that  the  final  regulation  based 
on  this  proposal  become  effective  30 
days  after  the  date  of  its  publication  in 
the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7238. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  with  respect  to  the 
classification  of  force-measuring 
platforms: 

1.  Identihcation:  A  force-measuring 
platform  is  a  device  that  converts  pressure 
applied  upon  a  planar  surface  into  analog 
mechanical  or  electrical  signals.  This  device 
is  used  to  determine  ground  reaction  force, 
centers  of  percussion,  centers  of  torque,  and 
their  variations  in  both  magnitude  and 
direction  with  time. 

2.  Recommended  classihcation:  Class  II 
(performance  standards).  The  Panel 
recommends  that  establishing  a  performance 
standard  for  this  device  be  a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
force-measuring  platforms  be  classified  into 
class  II  to  require  that  the  performance 
characteristics  be  maintained  at  a 
satisfactory  level.  The  function  of  the  device 
is  to  provide  diagnostic  data;  therefore,  the 
Panel  believes  the  device  should  provide 
accurate  and  replicable  measurements.  The 
Panel  also  recommends  that  FDA  require  that 
the  device  labeling  indicate  its  diagnostic 
limitations.  The  Panel  believes  that  general 
controls  will  not  provide  sufhcient  control 
over  these  characteristics.  The  Panel  believes 
that  a  performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device  and  that  there  is 
sufficient  information  to  establish  a  standard 
to  provide  such  assurance. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  reconunendation  on  the  potential  hazards 
associated  with  this  device  and  on  the  Panel 
members'  personal  knowledge  of,  and 
familiarity  with,  the  device;  a  review  of  the 
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pertinent  literature  (Ref.  1);  and  a 
presentation  by  Dr.  Thomas  P.  Andriacchi 
(Ref.  2);  Dr.  Andriacchi  (Ref.  2)  states  that  the 
force-measuring  platform  is  useful  in  gait 
analysis,  postural  control  studies,  and  sports 
activities.  However,  the  device  is  still  used  by 
most  physicians  as  a  research  tool. 

5.  Risks  to  health;  Misdiagnosis: 
Misdiagnosis  may  result  from  inaccurate 
measurement  and  from  the  current  diagnostic 
limitations  of  the  device. 

Proposed  Classification 

The  Commissioner  agrees  with  the 
Panel  recommendation  and  is  proposing 
that  force-measuring  platforms  be 
classified  into  Class  11  (performance 
standards).  The  Commissioner  believes 
that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  The  Commissioner  also  believes 
that  there  is  sufficient  information  to 
establish  a  performance  standard  for 
this  device. 

References 

The  following  information  has  been 
placed  in  the  office  of  the  Hearing  Clerk 
(address  above]  and  may  be  seen  by 
interested  persons,  from  9  a,m.  to  4  p.m., 
Monday  through  Friday. 

1.  Andriacchi,  T.  P.,  J.  A.  Ogle,  and  J.  O. 
Gacante,  "Walking  Speed  as  a  Basis  for 
Normal  and  Abnormal  Gait  Measurements," 
Journal  of  Biomechanics,  10(4)  261-268, 1977. 

2.  Andriacchi,  T.  P.,  “The  Use  of  the  Force- 
Measuring  Platform  in  Gait  Analysis," 
unpublished  paper.  Attachment  A  to 
Summary  Minutes  of  the  Fourth  Meeting  of 
the  Orthotic/Prosthetic  Subcommittee  of  the 
Physical  Medicine  Device  Classification 
Panel,  October  13, 1977. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  proposes  to  amend  Part 
890  in  Subpart  B  by  adding  new 
§  890.1575,  to  read  as  follows: 

§  890.1575  Force-measuring  platform. 

(a)  Identification.  A  force-measuring 
platform  is  a  device  that  converts 
pressure  applied  upon  a  planar  surface 
into  analog  mechanical  or  electrical 
signals.  This  device  is  used  to  determine 
ground  reaction  force,  centers  of 
percussion,  centers  of  torque,  and  their 
variations  in  both  magnitude  and 
direction  with  time. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  29, 1979,  submit  to  the  Hearing 


Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  foimd  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  14, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  79-26267  Filed  8-27-79;  8:45  am) 
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[21  CFR  Part  890] 

[Docket  No.  78N-1190] 

Medical  Devices;  Classification  of 
Intermittent  Pressure  Measurement 
Systems 

agency:  Food  and  Drug  Administration. 
ACTION  Proposed  Rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  intermittent  pressure 
measurement  systems  into  class  II 
(performance  standards).  The  FDA  is 
also  publishing  the  recommendation  of 
the  Physical  Medicine  Device 
Classification  Panel  that  this  device  be 
classified  into  class  II.  The  effect  of 
classifying  a  device  into  class  II  is  to  . 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  29, 1979. 
The  Commissioner  of  Food  and  Drugs 
proposes  that  the  final  regulation  based 
on  this  proposal  become  effective  30 
days  after  the  date  of  its  publication  in 
the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave„  Silver  Spring,  MD  20910,  301-427- 
7238. 


SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
backgroung  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  intermittent  pressure 
measurement  systems: 

1.  Identification:  An  intermittent  pressure 
measurement  system  is  an  evaluative  device 
used  to  measure  the  actual  pressure  between 
the  body  surface  and  the  supporting  media. 

2.  Recommended  classification:  Class  II 
(performance  standards).  The  Panel 
recommends  that  establishing  a  performance 
standard  for  this  device  be  a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
intermittent  pressure  measurement  systems 
be  classiHed  into  class  II  because  the  Panel 
believes  that  a  standard  is  necessary  to 
control  the  electrical  properties  of  this  device 
to  avoid  the  potential  hazards  of  shock  and 
bums.  The  Panel  believes  that  the 
measurement  ^  mitations  of  this  device 
should  be  clearly  specified  by  the 
manufacturers  of  the  device.  The  Panel 
believes  that  malfunction  of  the  measurement 
gauge  could  result  in  inaccurate 
determination  of  the  media  surface,  thereby 
causing  soft  tissue  injury  to  the  patient.  The 
Panel  believes  that  a  performance  standard 
would  provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  device  and 
that  there  is  sufHcient  information  to 
establish  a  standard  to  provide  such 
assurance. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  potential  hazards 
associated  with  this  device  and  on  the  Panel 
members’  personal  knowledge  of,  and 
familiarity  with,  the  device. 

5.  Risks  to  health:  (a)  Electrical  shock: 
Electrical  leakage  current  due  to  improper 
grounding  or  faulty  circuitry  could  result  in 
electrical  shock  to  the  patient,  (b)  Soft  tissue 
injury:  An  inappropriate  surface  resulting 
from  inaccurate  measurement  function  could 
cause  skin  ulcers. 

Proposed  Classincation 

The  Commissioner  agrees  with  the 
Panel  recommendation  and  is  proposing 
that  intermittent  pressure  measurement 
systems  be  classified  into  class  II 
(performance  standards).  The 
Commissioner  believes  that  a 
performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The 
Commissioner  also  believes  that  there  is 
sufficient  information  to  establish  a 
performance  standard  for  this  device. 
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Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  proposes  to  amend  Part 
890  in  Subpart  B  by  adding  new 
§  890.1600,  to  read  as  follows: 

§  890.1600  Intermittent  pressure 
measurement  system. 

(a)  Identification.  An  intermittent 
pressure  measurement  system  is  an 
evaluative  device  used  to  measure  the 
actual  pressure  between  the  body 
surface  and  the  supporting  media. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  29, 1979,  submit  to  the  Hearing 
Clerk  (hff  A-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  14, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

[FR  Doc.  79-28268  Filed  8-27-79;  8:4:  am] 
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[21  CFR  Part  85ri 

[Docket  No.  78N-1191] 

Medical  Devices;  Classification  of 
Miniature  Pressure  Transducers 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  Rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  miniature  pressure 
transducers  into  class  II  (performance 
standards).  The  FDA  is  also  publishing 
the  recommendation  of  the  Physical 
Medicine  Device  Classification  Panel 
that  the  device  be  classiHed  into  class  II. 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
After  considering  public  comments,  FDA 
will  issue  a  final  regulation  classifying 
the  device.  These  actions  are  being 
taken  under  the  Medical  Device 
Amendments  of  1976. 


DATES:  Comments  by  October  29, 1979. 
The  Commissioner  of  Food  and  Drugs 
proposes  that  the  final  regulation  based 
on  this  proposal  become  effective  30 
days  after  the  date  of  its  publication  in 
the  Federal  Register. 
address:  Written  comments  to  the 
Office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7238. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendations  regarding  the 
classification  of  miniature  pressure 
transducers: 

1.  Identification:  A  miniature  pressure 
transducer  is  a  device  used  to  measure  the 
pressure  between  a  device  and  soft  tissue  by 
converting  mechanical  inp  ts  to  analog 
electrical  signals. 

2.  Recommended  classiHcation:  Class  II 
(performance  standards).  The  Panel 
recommends  that  establishing  a  performance 
standard  for  this  device  be  a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  reconunends  that 
miniature  pressure  transducers  be  classiHed 
into  class  II  because  the  Panel  believes  that 
the  electrical  properties  associated  with  the 
device  should  be  controlled  to  avoid  a 
potential  shock  hazard.  The  Panel  believes 
that  general  controls  will  not  provide 
sufficient  control  over  this  characteristic.  The 
Panel  believes  that  a  performance  standard 
would  provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  device  and 
that  Uiere  is  sufficient  information  to 
establish  a  standard  to  provide  such 
assurance. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  potential  hazards 
associated  with  this  device  and  on  the  Panel 
members’  personal  knowledge  of,  and 
familiarity  with,  the  device. 

5.  Risks  to  health;  Electrical  shock: 
Excessive  leakage  current  could  result  in 
injury,  or  a  malfunction  of  the  device  could 
result  in  electrical  shock. 

Proposed  Classification 

The  Commissioner  agrees  with  the 
Panel  recommendation  and  is  proposing 
that  miniatiu'e  pressure  transducers  be 
classified  into  class  li  (performance 


standards).  The  Commissioner  believes 
that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  The  Commissioner  also  believes 
that  there  is  sufficient  information  to 
establish  a  performance  standard  for 
this  device. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  proposes  to  amend  Part 
890  in  Subpart  B  by  adding  new 
§  890.1615,  to  read  as  follows: 

§  890.1615  Miniature  pressure  transducer. 

(a)  Identification.  A  miniature 
pressure  transducer  is  a  device  used  to 
measure  the  pressure  between  a  device 
and  soft  tissue  by  converting 
mechanical  inputs  to  analog  electrical 
signals. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  29, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  commens  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  14, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  79-28269  Filed  8-27-79;  8:45  am] 
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[21  CFR  Part  890] 

[Docket  N0.78N-1192] 

Medical  Devices;  Classification  of 
Diagnostic  Muscle  Stimulators 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  diagnostic  muscle 
stimulators  into  class  II  (performance 
standards).  The  FDA  is  also  publishing 
the  reconunendation  of  the  Physical 
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Medicine  Device  Classification  Panel 
that  the  device  be  classified  into  class  II. 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
After  considering  public  comments,  FDA 
will  issue  a  final  regulation  classifying 
the  device.  These  actions  are  being 
taken  under  the  Medical  Device 
Amendments  of  1976. 

DATES:  Comments  by  October  29, 1979. 
The  Commissioner  of  Fcod  and  Drugs 
proposes  that  the  final  regulation  based 
on  this  proposal  become  effective  30 
days  after  the  date  of  its  publication  in 
the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm  4^5, 
5600  Fishers  Lane,  Rockville,  MD  20857. 
FOR  FURTHER  INFORMATION  CONTACT! 
Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7238. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendations  regarding  the 
classification  of  diagnostic  muscle 
stimulators: 

1.  Identification:  A  diagnostic  muscle 
stimulator  is  a  device  used  mainly  with  an 
electromyograph  machine  to  initiate  muscle 
activity  and  is  used  to  diagnose  and/or  treat 
motor  nerve  or  sensory  neuromuscular 
disorders  and  neuromuscular  function. 

2.  Recommended  classification:  Class  II 
(performance  standards).  The  Panel 
recommends  that  establishing  a  performance 
standard  for  this  device  be  a  high  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
diagnostic  muscle  stimulators  be  classified 
into  class  II  because  the  Panel  believes  that  a 
standard  is  necessary  to  control  electrical 
current  to  prevent  shock  and  bums.  The 
device  applies  an  electrical  current  to  the 
body  to  measure  the  intrinsic  properties  of 
muscles.  The  Panel  believes  that  the 
measurement  limitations  inherent  in  this 
technique  should  be  clearly  specified  by  the 
manufacturers  of  the  device.  The  Panel 
believes  that  general  controls  will  not 
provide  sufficient  control  over  these 
characteristics  The  Panel  believes  that  a 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device  and  that  there  is 


sufiicient  information  to  establish  a  standard 
to  provide  such  assurance. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  potential  hazards 
associated  with  this  device;  the  Panel 
members'  personal  knowledge  of,  and 
familiarity  with,  the  device;  and  a  review  of 
the  pertinent  literature  (Ref.  1).  Guld, 
Rosenfalck,  and  Willison  (Ref.  1)  describe  the 
procedures  used  in  diagnostic  stimulation. 

The  authors  stress  safety  procedures  that 
should  be  followed  in  using  stimulators.  The 
safety  procedures  include  labeling  of  controls 
and  sockets,  “on-off  warning  lamp,”  close 
proximity  of  electrodes  to  localize  excessive 
current  flow,  and  restriction  of  the  use  of  the 
device  to  trained  personnel. 

5.  Risks  to  health:  (a)  Electrical  shock:  The 
patient  may  receive  an  electrical  shock 
because  the  device  is  connected  to  the 
patient  by  means  of  electrodes.  Also 
equipment  used  with  this  device  might  cause 
a  hazardous  leakage  current  that  could  be 
dangerous  to  the  patient,  (b)  Bums:  High 
current  density  in  tissue  could,  over  time, 
cause  bums,  (c)  Cardiac  arrhythmia: 
Excessive  electrical  current  passing  through 
the  heart  could  cause  irregular  heartbeat  or 
cardiac  arrest,  (d)  Misdiagnosis:  Misdiagnosis 
may  result  from  inaccurate  measurement 
function. 

Proposed  Classification 

The  Commissioner  agrees  with  the 
Panel  recommendation  and  is  proposing 
that  diagnostic  muscle  stimulators  be 
classified  into  class  II  (performance 
standards).  The  Commissioner  believes 
that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  The  Commissioner  also  believes 
that  there  is  sufficient  information  to 
establish  a  performance  standard  for 
this  device. 

References 

The  following  information  has  been 
placed  in  tbe  office  of  the  Hearing  Clerk 
(address  above]  and  may  be  seen  by 
interested  persons,  from  9  a.m.  to  4  p.m., 
Monday  through  Friday, 

1.  Guld,  C.,  A.  Rosenfalck,  and  R.  G. 
Willison,  “Technical  Factors  in  Recording”  in 
“Electradiagnosis  and  ElecU-omyograph,”  3d. 
Ed.,  Edited  by  S.  Licht,  Waverly  Press,  Inc., 
Baltimore,  MD,  pp.  452-478, 1978. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  proposes  to  amend  Part 
890  in  Subpart  B  by  adding  new 
§  890.1850,  to  read  as  follows: 


§  890.1850  Diagnostic  muscie  stimuiator. 

(a)  Identification.  A  diagnostic  muscle 
stimulator  is  a  device  used  mainly  with 
an  electromyograph  machine  to  initiate 
muscle  activity  and  is  used  to  diagnose 
and/or  treat  motor  nerve  or  sensory 
neuromuscular  disorders  and 
neuromuscular  function. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  29, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  14, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

(FR  Doc.  7&-28270  Filed  8-27-79;  8:45  ami 
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[21  CFR  Part  890] 

[Docket  No.  78N-1193] 

Medical  Devices;  Classification  of 
Isokinetic  Testing  and  Evaluation 
Systems 

AGENCY:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  isokinetic  testing  and 
evaluation  systems  into  class  II 
(performance  standards).  The  FDA  is 
also  publishing  the  recommendation  of 
the  Physical  Medicine  Device 
Classification  Panel  that  the  device  be 
classified  into  class  II.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  29, 1979. 
The  Commissioner  of  Food  and  Drugs 
proposes  that  the  final  regulation  based 
on  this  proposal  become  effective  30 
days  after  the  date  of'its  publication  in 
the  Federal  Register. 
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ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7238. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  with  respect  to  the 
classification  of  isokinetic  testing  and 
evaluation  systems: 

1.  Identification;  An  isokinetic  testing  and 
evaluation  system  is  a  rehabilitative  exercise 
device  used  to  measure,  evaluate,  and 
increase  the  strength  of  muscles  and  the 
range  of  motion  of  joints. 

2.  Recommended  classification:  Class  II 
(performance  standards).  The  Panel 
recommends  that  establishing  a  performance 
standard  for  this  device  be  a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
isokinetic  testing  and  evaluation  systems  be 
classified  into  class  11  because  the  Panel 
believes  that  a  standard  is  necessary  to 
control  the  electrical  properties  of  this  device 
to  avoid  the  potential  hazards  of  shock  and 
bums.  The  Panel  believes  that  the 
measurement  limitations  of  this  device 
should  be  clearly  specified  by  the 
manufacturers  of  the  device.  The  Panel  slso 
recommends  this  device  be  used  by  trained 
personnel  under  the  supervision  of  a 
physician.  The  Panel  believes  that  general 
controls  will  not  provide  sufficient  control 
over  these  characteristics.  The  Panel  believes 
that  a  performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device  and  that  there  is 
sufficient  information  to  establish  a  standard 
to  provide  such  assurance. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  potential  hazards 
associated  with  this  device;  the  Panel 
members’  personal  knowledge  of,  and 
familiarity  with,  the  device;  and  a  review  of 
the  pertinent  literature  (Refs.  1,  2,  and  3).  At 
the  Panel  meeting  of  March  21  through  22, 
1976,  Ridgeway  (Ref.  1)  discussed  the  use  of 
the  isokinetic  testing  and  evaluation  system 
and  supported  the  use  of  this  system  in 
rehabilitation,  particularly  in  knee 
rehabilitation.  However,  he  stressed  that 
“each  patient  must  be  individually 
evaluated”  in  order  to  teach  an  effective 
exercise  regime.  Ridgeway  reported  a  “great 
need  for  further  research  into  the  clinical 
application  *****  of  this  device,  and  that  the 


units  presently  on  the  market  can  and  should 
be  improved. 

5.  Risks  to  health:  (a)  Shock  and  bums: 
Electrical  leakage  current  due  to  improper 
groimding  or  fadty  circuitry  could  result  in 
electrical  shock  or  bums  to  the  patient,  (b) 
Misdiagnosis:  Inaccurate  measurement 
function  could  lead  to  misdiagnosis. 

Proposed  Classification 

The  Commission  agrees  with  the 
Panel  recommendation  and  is  proposing 
that  isokinetic  testing  and  evaluation 
systems  be  classified  into  class  II 
(performance  standards).  The 
Commissioner  believes  that  a 
performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The 
Commissioner  also  believes  that  there  is 
sufficient  information  to  establish  a 
performance  standard  for  this  device. 

References 

The  following  information  has  been 
placed  in  the  office  of  the  Hearing  Clerk 
(address  above)  and  may  be  seen  by 
interested  persons,  from  9  a.m.  to  4  p.m., 
Monday  through  Friday. 

1.  Ridgeway,  R.  K.,  “Presentation  of  an 
Isokinetic  Knee  Rehabilitation  Program  Using 
Orthotron  Instrumentation,”  unpublished 
paper.  Appendix  C  to  Summary  Minutes  of 
the  Seventh  Meeting  of  the  Physical  Medicine 
Device  Classification  Panel,  March  21-22, 
1976. 

2.  Savander,  G.  R.,  “Use  of  the  Kinetron  in 
the  Training  of  the  Below-Knee  Amputee," 
Physical  Therapy,  52(3),  March  1972. 

3.  Coplin,  T.  H.,  "Isokinetic  Exercise: 
Clinical  Usage,”  Jaumal  of  the  Nata,  1971, 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  proposes  to  amend  Part 
890  in  Subpart  B  by  adding  new 
§  890.1925  as  follows: 

§  890.1925  Isokinetic  testing  and 
evaluation  system. 

(a)  Identification.  An  isokinetic 
testing  and  evaluation  system  is  a 
rehabilitative  exercise  device  used  to 
measure,  evaluate,  and  increase  the 
strength  of  muscles  and  the  range  of 
motion  of  joints. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  29, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 


copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  numer  found  in  brackets  in 
the  heading  of  this  document.  Received 
comments  may  be  seen  in  the  above 
office  between  the  hours  of  9  a.m.  and  4 
p.m.,  Monday  through  Friday. 

Dated:  August  14, 1979. 

WilOam  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

[FR  Doc.  79-28271  Filed  8-27-79, 8:46  am] 
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[21  CFR  Part  890] 

[Docket  N0.78N-1194] 

Medical  Devices;  Classification  of 
Prosthetic  and  Orthotic  Accessories 

agency:  Food  and  Drug  Administration. 
action:  Proposed  Rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  prosthetic  and  orthotic 
(brace)  accessories  into  class  I  (general 
controls).  The  FDA  is  also  publishing  the 
recommendation  of  the  Physical 
Medicine  Device  Classification  Panel 
that  the  device  be  classified  into  class  I. 
The  effect  of  classifying  a  device  into 
class  I  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  29, 1979. 
The  Commissioner  of  Food  and  Drugs 
proposes  that  the  final  regulation  based 
on  this  proposal  become  effective  30 
days  after  the  date  of  its  publication  in 
the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301^27- 
7238. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
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The  Physical  Medicine  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  with  respect  to  the 
classiHcation  of  prosthetic  and  orthotic 
accessories. 

1.. Identification:  A  prosthetic  and  orthotic 
accessory  is  a  device  used  to  support,  protect, 
or  aid  in  the  use  of  a  cast,  orthosis  (brace),  or 
prosthesis.  Examples  of  prosthetic  and 
orthotic  accessories  include  the  following:  A 
pelvic  support  band  and  belt,  a  cast  shoe,  a 
limb  cover,  a  prosthesis  alignment  device,  a 
postsurgical  pylon,  a  transverse  rotator,  or  a 
temporary  training  splint. 

2.  Recommended  classification:  Class  I 

,  (general  controls).  The  Panel  recommends 
that  there  be  no  exemptions. 

3.  Summary  of  reasons  for 
recommendations:  The  Panel  recommends 
that  a  prosthetic  and  orthotic  accessory  be 
classified  into  class  1  because  this  is  a  simple 
device  that  presents  no  undue  risks  to  health 
when  used  in  a  normal  manner  for  the 
purpose  recommended.  The  Panel  believes 
that  general  controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members’ 
personal  knowledge  of,  and  familiarity  with, 
the  device. 

5.  Risks  to  health:  None  identified. 
Proposed  Classification 

The  Commissioner  agrees  with  the 
Panel  recommendation  and  is  proposing 
that  prosthetic  and  orthotic  accessories 
be  classified  into  class  1  (general 
controls),  with  no  exemptions.  The 
Commissioner  believes  that  general 
controls  are  suffificient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-545  (21 
U.S.C.  360c,  371(a))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  proposes  to  amend  Part 
890  by  adding  Subpart  C,  which  is 
reserved,  and  adding  new  Subpart  D 
and  §  890.3023,  to  read  as  follows: 

Subpart  C  [Reserved] 

Subpart  D— Physical  Medicine 
Prosthetic  Devices 

§  390.3025  Prosthetic  and  orthotic 
accessory. 

(a)  Identification.  A  prosthetic  and 
orthotic  accessory  is  a  device  used  to 
support,  protect,  or  aid  in  the  use  of  a 
c^t,  orthosis  (brace),  or  prosthesis. 
Examples  of  orthotic  accessories  include 
the  following:  A  pelvic  support  band  and 
belt,  a  cast  shoe,  a  limb  cover,  a 
prosthesis  alignment  device,  a 
postsurgical  prosthesis  alignment 
device,  a  postsurgical  pylon,  a 


transverse  rotator,  or  a  temporary 
training  splint. 

(b)  Classification.  Class  I  (general 
controls). 

Interested  persons  may,  on  or  before 
October  27, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  14, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  79-26272  Filed  8-27-79;  8:45  am) 

BILLING  CODE  4110-03-M 


[21  CFR  Part  890] 

[Docket  No.  73N-1195] 

Medical  Devices;  Classification  of 
Canes 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  Rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  canes  into  class  I  (general 
controls).  The  FDA  is  also  publishing  the 
recommendation  of  the  Physical 
Medicine  Device  Classification  Panel 
that  the  device  be  classified  into  class  I. 
The  effect  of  classifying  a  device  into 
class  I  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1978. 
dates:  Comments  by  October  29. 1979. 
The  Commissioner  of  Food  and  Drugs 
proposes  that  the  final  regulation  based 
on  this  proposal  become  effective  30 
days  after  the  date  of  its  publication  in 
the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

]ohnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 


Ave.,  Silver  Spring,  MD  20910,  301-427- 
7238. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  qf 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  canes: 

1.  Identification:  A  cane  is  a  device  used  to 
provide  minimum  weight  support  while 
walking.  Examples  of  canes  include  the 
following:  a  standard  cane,  a  forearm  cane, 
and  a  cane  with  a  tripod,  quad,  or  retractable 
stud  on  the  ground  end. 

2.  Recommended  classification:  Class  I 
(general  controls).  The  Panel  recommends 
that  there  be  no  exemptions. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
a  cane  be  classified  into  class  I  because  this 
is  a  simple  device  that  presents  no  undue 
risks  to  health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended.  The  Panel 
believes  that  general  controls  are  sufficient  to 
assure  the  safety  and  effectiveness  of  the 
device. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members’ 
personal  knowledge  of,  and  familiarity  with, 
this  device. 

5.  Risks  to  health:  None  identified. 
Proposed  Classification 

The  Commissioner  agrees  with  the 
Panel  recommendation  and  is  proposing 
that  canes  be  classified  into  class  1 
(general  controls),  with  no  exemptions. 
The  Commissioner  believes  that  general 
controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  549-546  (21 
U.S.C.  360c,  371(a)))  and  imder  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  proposes  to  amend  Part 
890  in  Subpart  D  by  adding  new 
§  890.3075,  to  read  as  follows: 

§890.3075  Cane. 

(a)  Identification.  A  cane  is  a  device 
used  to  provide  minimum  weight 
support  while  walking.  Examples  of 
canes  include  the  following:  a  standard 
cane,  a  forearm  cane,  and  a  cane  with  a 
tripod,  quad,  or  retractable  stud  on  the 
ground  end. 

(b)  Classification.  Class  I  (general 
controls). 

Interested  persons  may,  on  or  before 
October  29, 1979  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
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SUPPLEMENTARY  INFORMATION: 
Panel  Recommendation 


Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identitied  with  the  Hearing 
Clerk  docket  number  foimd  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  oftice  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  14, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

(FR  Doc.  79-26273  Filed  6-27-79;  8:45  am] 

BILUNO  CODE  4110-03-M 

[21  CFR  Part  890] 

[Docket  No.  78N-1196] 

Medical  Devices;  Classification  of 
Mechanical  Chairs 

agency:  Food  and  Drug  Administration. 
action:  Proposed  Rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  mechanical  chairs  into  class 
I  (general  controls).  The  FDA  is  also 
publishing  the  recommendations  of  the 
Physical  Medicine  Device  Classification 
Panel  and  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel  that  this  device  be  classified  into 
class  I.  The  effect  of  classifying  a  device 
into  class  I  is  to  require  that  the  device 
meet  only  the  general  controls 
applicable  to  all  devices.  After 
considering  public  comments,  FDA  will 
issue  a  final  regulation  classifying  the 
device.  These  actions  are  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

DATES:  Comments  by  October  29, 1979. 
The  Commissioner  of  Food  and  Drugs 
proposes  that  the  final  regulation  based 
on  this  proposal  become  effective  30 
days  after  the  date  of  its  publication  in 
the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7238. 


A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel  and  the  General 
Hospital  and  Personal  Use  Device 
Classification  Panel,  FDA  advisory 
committees,  made  the  following 
recommendations  regarding  the 
classification  of  mechanical  chairs: 

1.  Identification:  A  mechanical  chair  is  a 
manually  operated  device  used  to  assist  a 
disabled  person  in  performing  an  activity  that 
the  person  would  otherwise  find  difficult  to 
do  or  be  unable  to  do.  Examples  of 
mechanical  chairs  include  the  following:  a 
chair  with  an  elevating  seat  used  to  raise  a 
person  from  a  sitting  position  to  a  standing 
position,  and  a  chair  with  casters  used  by  a 
person  to  move  from  one  place  to  another 
while  sitting. 

2.  Recommended  classifleation:  Class  I 
(general  controls).  The  Panels  recommend 
that  there  be  no  exemptions. 

3.  Summary  of  reasons  for 
recommendation:  The  Panels  recommend  that 
a  mechanical  chair  be  classihed  into  class  I 
because  this  is  a  simple  device  that  presents 
no  undue  risks  to  health  when  used  in  a 
normal  manner  and  for  the  purpose 
recommended.  The  Panels  believe  that 
general  controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panels  based 
their  recommendations  on  the  Panel 
members’  personal  knowledge  of,  and 
familiarity  with,  the  device. 

5.  Risks  to  health:  None  identitied. 
Proposed  Classification 

The  Commissioner  agrees  with  the 
Panel  recommendations  and  is 
proposing  that  mechanical  chairs  be 
classitied  into  class  I  (general  controls), 
with  no  exemptions.  The  Commissioner 
believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device. 

Therefore,  imder  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  proposes  to  amend  Part 
890  in  Subpart  D  by  adding  new 
§  890.3100,  to  read  as  follows: 

§  890.3100  Mechanical  chair. 

(a)  Identification.  A  mechanical  chair 
is  a  manually  operated  device  used  to 
assist  a  disabled  person  in  performing 
an  activity  that  the  person  would 
otherwise  find  difficult  to  do  or  be 
unable  to  do.  Examples  of  mechanical 
chairs  include  the  following:  a  chair 
with  an  elevating  seat  used  to  raise  a 


person  from  a  sitting  position  to  a 
standing  position  and  a  chair  with 
casters  used  by  a  person  to  move  from 
one  place  to  another  while  sitting. 

(b)  Classification.  Class  I  (general 
controls). 

Interested  persons  may.  on  or  before 
(October  29, 1979)  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 

Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  14, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

[FR  Doc.  79-26274  Filed  B-27-79;  8:45  am] 

BILUNG  CODE  4110-03-M 

[21  CFR  Part  890] 

[Docket  No.  78N-1197] 

Medical  Devices;  Classification  of 
Electric  Positioning  Chairs 

agency:  Food  and  Drug  Administration. 
action:  Proposed  Rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  electric  positioning  chairs 
into  class  11  (performance  standards). 
The  FDA  is  also  publishing  the 
recommendation  of  the  Physical 
Medicine  Device  Classification  Panel 
that  this  device  be  classified  into  class 
11.  The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
After  considering  public  comments,  FDA 
will  issue  a  final  regulation  classifying 
the  device.  These  actions  are  being 
taken  under  the  Medical  Device 
Amendments  of  1976. 

DATES:  Comments  by  October  29, 1979. 
The  Commissioner  of  Food  and  Drugs 
proposes  that  the  final  regulation  based 
on  this  proposal  become  effective  30 
days  after  the  date  of  its  publication  in 
the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65, 5600  Fishers  Lane,  Rockville,  MD 
20857. 
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FOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7238. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  electric  positioning 
chairs: 

1.  Identification:  An  electric  positioning 
chair  is  a  device  with  a  motorized  positioning 
control  that  can  be  adjusted  to  various 
positions.  The  device  is  used  to  provide 
stability  for  patients  with  athetosis 
(involuntary  spasms)  and  to  alter  postural 
positions  for  therapeutic  purposes. 

2.  Recommended  classification:  Class  II 
(performance  standards).  The  Panel 
recommends  that  establishing  a  performance 
standard  for  this  device  be  a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  the  Panel  recommends  that 
an  electric  positioning  chair  be  classified  into 
class  II  because  the  Panel  believes  that  the 
electrical  properties  of  the  device  must  be 
controlled  to  avoid  the  potential  hazard  of 
electrical  shock.  The  Panel  believes  that 
general  controls  would  not  provide  sufficient 
control  over  this  characteristic.  The  Panel 
believes  that  a  performance  standard  will 
provide  reasonable  assurance  of  the  safety 
and  effectiveness  of  the  device  and  that  there 
is  sufficient  information  to  establish  a 
standard  to  provide  such  assurance. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  potential  hazards 
associated  with  this  device  and  on  the  Panel 
members’  personal  knowledge  of,  and 
familiarity  with,  the  device. 

5.  Risks  to  health;  (a)  Electrical  shock: 
Improper  grounding  or  a  malfunction  of  the 
device  may  result  in  an  electric  shock  to  the 
patient  or  operator,  (b)  Bodily  injury:  The 
lack  of  an  antitipping  mechanism  or  locks  on 
the  casters,  or  a  structural  failure  of  the 
harness  belt,  could  result  in  bodily  injury  to 
the  patient. 

Proposed  Classification 

The  Commissioner  agrees  with  the 
Panel  recommendation  and  is  proposing 
that  electric  positioning  chairs  be 
classified  into  class  II  (performance 
standards).  The  Commissioner  believes 
that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufncient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard  will 
provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  device. 


The  Commissioner  also  believes  that 
there  is  sufficient  information  to 
establish  a  standard  for  this  device. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  imder  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  proposes  to  amend  Part 
890  in  Subpart  D  by  adding  new 
§  890.3110,  to  read  as  follows: 

§  890.3 110  Electric  positioning  chair. 

(a)  Identification.  An  electric 
postitioning  chair  is  a  device  with  a 
motorized  positioning  control  that  can 
be  adjusted  to  various  positions.  The 
device  is  used  to  provide  stability  for 
patients  with  athetosis  (involuntary 
spasms)  and  to  alter  postural  positions 
for  therapeutic  purposes. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  29, 1979  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
sumitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  14, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

(FR  Doc.  7»-2e275  Filed  B-27-79;  8:45  am] 

BILLING  CODE  4110-03-M 


[21  CFR  Part  890] 

[Docket  No.  78-1198] 

Medical  Devices;  Classification  of 
Crutches 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  crutches  into  class  1  (general 
controls).  The  FDA  is  also  publishing  the 
recommendation  of  the  Physical 
Medicine  Device  Classification  Panel 
that  the  device  be  classified  into  class  1. 
The  effect  of  classifying  a  device  into 
class  I  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  After  considering  public 
comments.  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 


actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  29, 1979. 
The  Commissioner  of  Food  and  Drugs 
proposes  that  the  Rnal  regulation  based 
on  this  proposal  become  effective  30 
days  after  the  date  of  its  publication  in 
the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  i- 
65,  5600  Fishers  Lane.  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7238. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  with  respect  to  the 
classification  of  crutches: 

1.  Identihcation:  A  crutch  is  a  device  used 
by  disabled  persons  to  provide  minimal  to 
moderate  weight  support  while  walking. 

2.  Recommended  classification;  Class  I 
(general  controls).  The  Panel  recommends 
that  there  be  no  exemptions. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
a  crutch  be  classified  into  class  I  because  this 
is  a  simple  device  that  presents  no  undue 
risks  to  health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended.  The  Panel 
believes  that  general  controls  are  sufficient  to 
provide  reasonable  assurance  of  the  safety 
and  effectiveness  of  the  device. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members' 
personal  knowledge  of,  and  familiarity  with, 
this  device. 

5.  Risks  to  health:  None  identified. 
Proposed  Classification 

The  Commissioner  agrees  with  the 
Panel  recommendation  and  is  proposing 
that  crutches  be  classified  into  class  I 
(general  controls),  with  no  exemptions. 
The  Commissioner  believes  that  general 
controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device. 

Therefore,  under  the  Federal  Food, 
Drug,  and"  Cosmetic  Act  (secs.  513, 

701(a),  53  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
commissioner  proposes  to  amend  Part 
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890  in  Subpart  D  by  adding  new 
§  890.3150,  to  read  as  follows: 

§  890.3150  Crutch. 

(a)  Identification.  A  crutch  is  a  device 
used  by  disabled  persons  to  provide 
minimal  to  moderate  weight  support 
while  walking. 

(b)  Classification.  Class  I  (general 
controls). 

Interested  persons  may,  on  or  before 
October  29, 1979  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  14, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 

Regulatory  A  ffairs- 

iiTR  Doc.  79-26276  Filed  8-27-79: 8:45  am) 

EtLUNG  CODE  4110-03-M 


121  CFR  Part  890] 

(Docket  No.  78N-1 199] 

Medical  Devices;  Classification  of 
Flotation  Cushions 

AGENCY:  Food  and  Drug  Administration. 
action:  Proposed  Rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
c  ’assifying  flotation  cushions  into  class  I 
(g.3neral  controls).  The  FDA  is  also 
r-ublishing  the  recommendations  of  The 
-  hysical  Medicine  Device  Classification 
i'lmel  and  the  General  Hospital  and 
j'crsonnel  Use  Device  Classification 
Ptinel  that  this  device  be  classified  into 
class  I.  The  effect  of  classifying  a  device 
into  class  I  is  to  require  that  the  device 
meet  only  the  general  controls 
applicable  to  all  devices.  After 
considering  public  comments,  FDA  will 
issue  a  final  regulation  classifying  the 
device.  These  actions  are  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

DATES:  Comments  by  October  29, 1979. 
The  Commissioner  of  Food  and  Drugs 
proposes  that  the  final  regulation  based 
on  this  proposal  become  effective  30 
days  after  the  date  of  its  publication  in 
the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305). 


Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT. 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7238. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register,  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel  and  the  General 
Hospital  and  Personal  Use  Device 
Classification  Panel,  FDA  advisory 
committees,  made  the  following 
recommendation  regarding  the 
classification  of  flotation  cushions: 

1.  Identification:  A  flotation  cushion  is  a 
device  made  of  plastic  filled  with  water,  air, 
gel,  or  mud  and  is  used  on  a  seat  to  lessen  the 
likelihood  of  skin  ulcers. 

2.  Recommended  classification:  Class  I 
(general  controls).  The  Panels  recommend 
that  there  be  no  exemptions. 

3.  Summary  of  reasons  for 
recommendation:  The  Physical  Medicine 
Device  Classification  Panel  and  the  General 
Hospital  and  Personal  Use  Device 
Classification  Panel  recommend  that  a 
flotation  cushion  be  classified  into  class  I 
because  this  is  a  simple  device  that  presents 
no  undue  risks  to  health  when  used  in  a 
normal  manner  and  for  the  purpose 
recommended.  The  Panels  believe  that 
general  controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panels  based 
their  recommendation  on  the  Panel  members’ 
personal  knowledge  of,  and  familiarity  with, 
this  device. 

5.  Risks  to  health:  None  identified. 
Proposed  Classification 

The  Commissioner  agrees  with  the 
Panel  recommendations  and  is 
proposing  that  flotation  cushions  be 
classified  into  class  I  (general  controls), 
with  no  exemptions.  The  Commissioner 
believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a).  52  Stat.  1055.  90  Stat,  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  proposes  to  amend  Part 
890  in  Subpart  D  by  adding  new 
§  890.3175,  to  read  as  follows: 


S  890.3 175  Flotation  cushion. 

(a)  Identification.  A  flotation  cushion 
is  a  device  made  of  plastic  filled  with 
water,  air,  gel,  or  mud  and  is  used  on  a 
seat  to  lessen  the  likelihood  of  skin 
ulcers. 

(b)  Classification.  Class  I  (general 
controls). 

Interested  persons  may,  on  or  before 
October  29, 1979  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,.  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  Docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  conunents  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  14, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  79-WZ77  Filed  B-27-79;  8:45  am) 

BILUNG  CODE  411(M)3-M 


[21  CFR  Part  890] 

(Docket  No.  78N-1200] 

Medical  Devices;  Classification  of 
External  Limb  Orthotic  Components 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Proposed  Rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  external  limb  orthotic  (brace) 
components  into  class  I  (general 
controls).  The  FDA  is  also  publishing  the 
reconunendation  of  the  Physical 
Medicine  Device  Classification  Panel 
that  the  device  be  classified  into  class  1. 
The  effect  of  device  meet  only  the 
general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Conunents  by  October  29, 1979. 
The  Commissioner  of  Food  and  Drugs 
proposes  that  the  final  regulation  based 
on  this  proposal  become  effective  30 
days  after  the  date  of  its  publication  in 
the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Adndnistration,  Rm.  4- 
65, 5600  Fishers  Lane,  Rockville,  MD 
20857. 
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FOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7238. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  with  respect  to  the 
classification  of  external  limb  orthotic 
components: 

1.  Identification;  An  external  limb  orthotic 
component  is  a  device  used  in  conjunction 
with  an  orthosis  (brace)  to  increase  the 
function  of  the  orthosis  for  a  patient’s 
particular  needs.  Examples  of  external  limb 
orthotic  components  include  the  following:  a 
brace-setting  twister  and  an  external  brace 
stirrup. 

2.  Recommended  classification;  Class  I 
(general  controls).  The  Panel  recommends 
that  there  be  no  exemptions. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
an  external  limb  orthotic  component  be 
classified  into  class  I  because  it  is  a  simple 
device  that  presents  no  undue  risks  to  health 
when  used  in  a  normal  manner  and  for  the 
purpose  recommended.  The  Panel  believes 
that  general  controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device. 

4.  Summary  of  data  on  which  the 
recommendation  is  based;  The  Panel  based 
its  recommendation  on  the  Panel  members’ 
personal  knowledge  of,  and  familiarity  with, 
this  device. 

5.  Risks  to  health:  None  identified. 
Proposed  Classification 

The  Commissioner  agrees  with  the 
Panel  recommendation  and  is  proposing 
that  external  limb  orthotic  components 
be  classified  into  class  I  (general 
controls),  with  no  exemptions.  The 
Commissioner  believes  that  general 
controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a],  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  proposed  to  amend  Part 
890  in  Subpart  D  by  adding  new 
§  890.3410,  to  read  as  follows: 

§  890.3410  External  limb  orthotic 
component 

(a)  Identification.  An  external  limb 
orthotic  component  is  a  device  used  in 


conjunction  with  an  orthosis  (biuce)  to 
increase  the  function  of  the  orthosis  for 
a  patient’s  particular  needs.  Examples  of 
external  limb  orthotic  components 
include  the  following:  a  brace-setting 
twister  and  an  external  brace  stirrup. 

(b)  Classification.  Class  I  (general 
controls). 

Interested  persons  may,  on  or  before 
October  29, 1979  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
conunents  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  inidividuals  may 
submit  single  copies  of  conunents,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  conunents  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  14, 1979. 

William  F.  Randolph. 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  7»-2e278  Filed  8-27-79;  8:45  am] 

BILUNG  CODE  4110-03-M 


[21  CFR  Part  890] 

[Docket  No.  78N-12011 

Medical  Devices;  Classification  of 
External  Limb  Prosthetic  Components 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  Rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  external  limb  prosthetic 
components  into  class  I  (general  - 
controls).  The  FDA  is  also  publishing  the 
recommendation  of  the  Physical 
Medicine  Device  Classification  Panel 
that  this  device  be  classified  into  class  I. 
The  effect  of  classifying  a  device  into 
class  I  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  29, 1979. 
The  Commissioner  of  Food  and  Drugs 
proposes  that  the  final  regulation  based 
on  this  proposal  become  effective  30 
days  after  the  date  of  its  publication  in 
the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration.  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 


FOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7238.  • 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classihcation  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  external  limb  prosthetic 
components: 

1.  Identihcation:  An  external  limb 
prosthetic  component  is  a  device  that  when 
put  together  with  other  appropriate 
components  constitutes  a  total  prosthesis.  • 
Examples  of  external  limb  prosthetic 
components  include  the  following:  ankle, 
foot,  hip,  knee,  and  socket  components; 
mechanical  or  powered  hand,  hook,  wrist 
unit,  elbow  joint,  and  shoulder  joint 
components;  and  cable  and  prosthesis 
suction  valves. 

2.  Recommended  classification;  Class  I 
(general  controls).  The  Panel  recommends 
that  there  be  no  exemptions. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
an  external  limb  prosthetic  component  be 
classihed  into  class  I  because  this  is  a  simple 
device  that  presents  no  undue  risks  to  health 
when  used  in  a  normal  maimer  and  for  the 
purpose  recommended.  The  Panel  believes 
that  general  controls  are  sufficient  to  provide 

■  reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device. 

4.  Summary  of  data  on  which  the 
recommendation  is  based;  The  Panel  based 
its  recommendation  on  the  Panel  members’ 
personal  knowledge  of,  and  familiarity  with, 
this  device. 

5.  Risks  to  health:  None  identified. 
Proposed  Classincation 

The  Commissioner  agrees  with  the 
Panel  recommendation  and  is  proposing 
that  external  limb  prosthetic  * 
components  be  classified  into  class  I 
(general  controls)  with  no  exemptions. 
Tbe  Commissioner  believes  that  general 
controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  proposes  to  amend  Part 
890  in  Subpart  D  by  adding  new 
S  890.3420,  to  read  as  follows: 
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§890.3420  Extsmd  Hmb  prosthetic 
component 

(a)  Identification.  An  external  limb 
prosthetic  component  is  a  device  that 
when  put  together  with  other 
appropriate  components  constitutes  a 
total  prosthesis.  Examples  of  external 
limb  prosthetic  components  include  the 
following:  ankle,  foot,  hip,  knee,  and 
socket  components;  mechanical  or 
powered  hand,  hook,  wrist  unit,  elbow 
joint,  and  shoulder  joint  components; 
and  cable  and  prothesis  suction  valves. 

(b)  Classification.  Class  1  (general 
controls). 

Interested  persons  may,  on  or  before 
October  29, 1979  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65, 5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  bra^ets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  14, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doe.  79-28279  Filed  8-27-79;  8;45  am] 

BH.IJNG  CODE  411(MI»-M 

[21  CFR  Part  890] 

[Docket  No.  78N-1202] 

Medical  Devices;  Classification  of 
Mechanical  Automobile  Hand  and  Foot 
Driving  Controls 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  Rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  relation 
classifying  mechanical  automobile  hand 
and  foot  driving  controls  into  class  II 
(performance  standards).  The  FDA  is 
also  publishing  the  recommendation  of 
the  Physical  Medicine  Device 
Classification  Panel  that  the  device  be 
classified  into  class  II.  The  effect  of 
classifying  a  device  into  class  11  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
conunents,  FDA  would  issue  a  Hnal 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  29, 1979. 
The  Commissioner  of  Food  and  Drugs 


proposes  that  the  final  regulation  based 
on  this  proposal  become  effective  30 
days  after  the  date  of  its  publication  in 
the  Federal  Register. 

ADDRESS*.  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Adrdnistration,  Rm.  4- 
65, 5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7238. 

SUPPLEMENTARY  INFORMATION*. 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  mechanical  automobile 
hand  and  foot  driving  controls; 

1.  Identification:  A  mechanical  automobile 
hand  and  foot  driving  control  is  a  device  used 
to  enable  persons  who  have  limited  use  of 
their  arms  and  legs  to  drive.  This  device 
allows  the  hand  operation  of  the  gas,  brake, 
and  clutch  pedals  or  the  foot  operation  of  the 
steering  and  gear  shift. 

2.  Recommended  classification:  Qass  II 
(performance  standards).  The  Panel 
recommends  that  establishing  a  performance 
standard  for  this  device  be  a  high  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
mechanical  automobile  hand  and  foot  driving 
controls  be  classified  into  class  II  because  the 
Panel  believes  that  the  design  and  materials 
of  the  device  must  be  controlled  to  assime 
that  there  are  adequate  mechanical  safety 
features  to  prevent  malfunction  or  breakage 
of  the  driving  controls  and  to  avoid  a 
potential  injury  to  the  driver  and  the  public. 
The  Panel  believes  that  general  controls 
would  not  provide  sufficient  control  over 
these  characteristics.  The  Panel  believes  that 
a  performances  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device  and  that  there  is 
sufficient  information  to  establish  a  standard 
to  provide  such  assurance. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  potential  hazards 
associated  with  this  device  and  on  the  Panel 
members'  personal  knowledge  of,  and 
familiarity  with,  the  device,  and  a  review  of 
the  pertinent  literature  (Refs.  1  and  2).  At  the 
Panel  meeting  of  March  21-22, 1976,  Wilfied 
G.  Holsberg,  Acting  Deputy  Director  for 
Prosthetics,  Surgical  Service,  Veterans 
Administration,  discussed  the  Veterans 
Administration’s  standard  for  hand  driving 
controls  (Ref.  1).  Mr.  Holsberg  reported  that  a 
driving  simulator  was  used  to  evaluate  the 


effectiveness  of  the  various  adaptive  driving 
aids,  and  a  computer  was  used  to  yield  data 
on  patient  requirements  to  operate  the  device 
in  the  laboratory  under  simidated  driving 
conditions.  Mr.  Holsberg  stated  that  the  VA 
is  "providing  eligible  veterans  with  tested 
and  standai^ed  adaptive  equipment  so  they 
can  operate  motor  vehicles  in  safety  and 
comfort."  Representatives  fi'om  the  American 
Automobile  Association,  Department  of 
Transportation,  and  Sharpe  Health  School’s 
Handicapped  Driver  Education  (Ref.  2) 
discussed  with  the  Panel  the  hazards 
resulting  fitim  faulty  devices  available  for 
use.  The  greatest  concern  is  that  there  may 
be  faulty  installation  or  poor-grade  materials 
used  which  could  result  in  serious  injury.  A 
performance  standard  to  control  the  parts 
used  in  the  device  would  decrease  the 
likelihood  of  device  breakage  and  accidents. 

5.  Risks  to  health:  (a)  Bodily  injury:  Injury 
to  the  driver  or  public  could  result  ^m  a 
lack  of  adequate  mechanical  safety  features 
causing  a  malfunction  in  the  driving  controls. 

Proposed  Classification 

The  Commissioner  agrees  with  the 
Panel  recommendation  and  is  proposing 
that  mechanical  automobile  hand  and 
foot  driving  controls  be  classified  into 
class  II  (performance  standards).  The 
Commissioner  believes  that  a 
performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The 
Commissioner  also  believes  that  there  is 
sufficient  information  to  establish  a 
standard  for  this  device. 

References 

The  following  information  has  been 
placed  in  the  office  of  the  Hearing  Clerk 
(address  above)  and  may  be  seen  by 
interested  persons,  from  9  a.m.  to  4  p.m., 
Monday  through  Friday. 

1.  Holsberg,  W.,  “White  Paper  on  Adaptive 
Equipment,"  Unpublished  Paper,  Attachment 
F  to  Summary  Minutes  of  the  Seventh 
Meeting  of  the  Physical  Medicine  Device 
Classification  Panel,  March  21-22, 1976. 

2.  Summary  Minutes  of  the  Seventh 
Meeting  of  the  Physical  Medicine  Device 
Classification  Panel,  March  21-22, 1976. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  proposes  to  amend  Part 
890  in  Subpart  D  by  adding  new 
§  890.3450,  to  read  as  follows: 

§  890.3450  Mechancial  automobile  hand 
and  foot  driving  control. 

(a)  Identification.  A  mechanical 
automobile  hand  and  foot  driving 
control  is  a  device  used  to  enable 
persons  who  have  limited  use  of  their 
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arms  or  legs  to  drive.  The  device  allows 
the  hand  operation  of  the  gas,  brake, 
and  clutch  pedals  or  the  foot  operation 
of  the  steering  and  gear  shift. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  29, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65, 5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  14, 1979. 

Willianm  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  79-26280  Filed  8-27-79;  8:45  am] 

BILUNG  CODE  4110-03-M 


[21  CFR  Part  890] 

[Docket  No.  78N-1203] 

Medical  Devices;  Classification  of  Limb 
Orthoses 

agency:  Food  and  Drug  Administration. 
action:  Proposed  Rule. 

summary:  The  Food  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  limb  orthoses  (braces)  into 
class  I  (general  controls).  The  FDA  is 
also  publishing  the  recommendation  of 
the  Physical  Medicine  Device 
Classification  Panel  that  the  device  be 
classified  into  class  I.  The  effect  of 
classifying  a  device  into  class  I  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  29, 1979. 
The  Commissioner  of  Food  and  Drugs 
proposes  that  the  final  regulation  based 
on  this  proposal  become  effective  30 
days  after  the  date  of  its  publication  in 
the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W.  Bailey,  Bureau  of  Medical 


Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910, 301-427- 
7238. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  limb  orthoses: 

1.  Identihcation:  A  limb  orthosis  (brace)  is 
a  device  that  is  worn  on  the  upper  or  lower 
extremities  to  support,  to  correct,  or  to 
prevent  deformities  or  to  align  body 
structures  for  functional  improvement. 
Examples  of  limb  orthoses  include  the 
following:  a  whole  limb  and  joint  brace,  a 
hand  splint,  an  elastic  stocking,  a  knee  cage, 
and  a  corrective  shoe. 

2.  Recommended  classihcation:  Class  I 
(general  controls).  The  Panel  recommends 
that  there  be  no  exemptions. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
a  limb  orthosis  be  classihed  into  class  I 
because  this  is  a  simple  device  that  presents 
no  undue  risks  to  health  when  used  in  a 
normal  manner  and  for  the  purpose 
recommended.  The  Panel  believes  that 
general  controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members’ 
personal  knowledge  of,  and  familiarity  with, 
the  device. 

5.  Risks  to  health:  None  identiHed. 
Proposed  ClassiHcation 

The  Commissioner  agrees  with  the 
Panel  recommendation  and  is  proposing 
that  limb  orthoses  be  classified  into 
class  1  (general  controls)  with  no 
exemptions.  The  Commissioner  believes 
that  general  controls  are  sufficient  to 
provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  device. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  proposes  to  amend  Part 
890  in  Subpart  D  by  adding  new 
§  890.3475,  to  read  as  follows: 

§  890.3475  Limb  orthosis. 

(a)  Identification.  A  limb  orthosis 
(brace)  is  a  device  that  is  worn  on  the 
upper  or  lower  extremities  to  support,  to 
correct,  or  to  prevent  deformities  or  to 
align  body  structures  for  functional 
improvement.  Examples  of  limb  orthoses 


include  the  following:  a  whole  limb  and 
joint  brace,  a  hand  splint,  an  elastic 
stocking,  a  knee  cage,  and  a  corrective 
shoe. 

(b)  Classification.  Class  I  (general 
controls). 

Interested  persons  may,  on  or  before 
October  29, 1979  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  14, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

[FR  Doc.  79-26281  Filed  8-27-79;  8:45  am] 

BILUNQ  CODE  411(M>3-M 


[21  CFR  Part  890] 

[Docket  No.  78N-1204] 

Medical  Devices;  Classification  of 
Truncal  Orthoses 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  truncal  orthoses  (braces  for 
the  trunk  of  the  body]  into  class  I 
(general  controls).  The  FDA  is  also 
publishing  the  recommendation  of  the 
Physical  Medicine  Device  Classification 
Panel  that  this  device  be  classified  into 
class  I  and  the  recommendation  of  the 
Gastroenterological-Urological  Device 
Classitication  Panel  that  abdominal 
orthoses  be  classiHed  into  class  II.  The 
effect  of  classifying  a  device  into  class  I 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
After  considering  public  comments,  FDA 
will  issue  a  final  regulation  classifying 
the  device.  These  actions  are  being 
taken  under  the  Medical  Device 
Amendments  of  1976. 

DATES:  Commments  by  October  29, 1979. 
The  Conunissioner  of  Food  and  Drugs 
proposes  that  the  Bnal  regulation  based 
on  this  proposal  become  effective  30 
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days  after  the  date  of  its  publication  in 
the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-3051, 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT. 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7238. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel  and  the 
Gastroenterological-Urological  Device 
Classification  Panel,  FDA  advisory 
committees,  made  the  following 
recommendations  regarding  the 
classification  of  truncal  orthoses: 

1.  Identification:  A  truncal  orthosis  is  a 
device  used  to  support  and/or  to  immobUize 
fractures,  strains,  and  sprains  of  the  neck 
and/or  trunk  of  the  body.  Examples  of 
truncal  orthoses  are  the  following: 
abdominal,  cervical,  cervical-thoracic, 
lumbar,  lumbo-sacral,  rib  fracture,  sacroiliac, 
and  thoracic  orthoses  and  clavicle  splints. 

2.  Recommended  classification;  The 
Physical  Medicine  Device  Classification 
Panel  recommends  that  a  truncal  orthosis  be 
classified  into  class  1  (general  controls)  and 
that  there  be  no  exemptions.  The 
Gastroenterological-Urological  Device 
Classification  Panel  recommends  that  an 
abdominal  orthosis  be  classified  into  class  11 
(performance  standards)  and  that 
establishing  a  performance  standard  for  this 
device  be  a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Physical  Medicine 
Device  Classification  Panel  recommends  that 
a  truncal  orthosis  be  classified  into  class  I 
because  it  is  a  simple  device  that  presents  no 
undue  risks  to  health  when  used  in  a  normal 
manner  and  for  the  purpose  recommended. 
The  Panel  believes  that  general  controls  are 
sufficient  to  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the  device.  . 
The  Gastroenterological-Urological  Device 
Classification  Panel  recommends  that  an 
abdominal  orthosis  be  classified  into  Class  n 
because  the  Panel  believes  that  a  standard  is 
necessary  to  control  the  amount  of  pressure 
applied  by  the  device  to  avoid  venous 
congestion  (an  increased  tendency  for 
thrombosis  in  veins)  and  pressure  sores.  The 
Panel  states,  however,  that  this  device  is 
simple  in  concept  and  that  hazards  are  very 
rare  or  even  theoreticaL  The  Panel  believes 
that  a  performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
efiectiveness  of  the  device  and  that  there  is 
sufficient  information  to  establish  a  standard 
to  provide  such  assurance. 


4.  Sununary  of  data  on  which  the 
recoRunendation  is  based:  The  Panels  based 
their  recommendations  on  the  Panel 
members*  personal  knowledge  of,  and 
familiarity  with,  the  device. 

5.  Risks  to  health:  None  were 
identified  by  the  Physical  Medicine 
Device  Classification  Panel.  The 
Gastroenterological-Urological  Device 
Classification  Panel  identified  the 
following  risks  to  health  regarding 
abdominal  orthoses:  (a)  Possible 
pulmonary  emboli  (the  sudden  blocking 
of  a  blood  vessel  in  the  lungs  so  as  to 
obstruct  circulation)  and  pressure  sores: 
Excessive  pressure  due  to  abdominal 
compression  could  result  in  possible 
pulmonary  emboli  or  pressure  sores,  (b) 
Contract  dermititis  (skin  irritation):  The 
materials  used  in  the  construction  of  the 
device  may  cause  a  local  skin  irritation. 

Proposed  Classification 

The  Commissioner  agrees  with  the 
recommendation  of  the  Physical 
Medicine  Device  Classification  Panel 
and  is  proposing  that  truncal  orthoses 
be  classified  into  class  I  (general 
controls),  with  no  exemptions.  The 
Commissioner  believes  that  general 
controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  these  devices.  The 
Commissioner  disagrees  with  the 
recommendation  of  the 
Gastroenterological-Urological  Device 
Classification  Panel  that  abdominal 
orthoses  be  classified  into  class  II 
(performance  standards).  The 
Commissioner  believes  that  the  hazards 
associated  with  the  device,  as  stated  by 
the  Gastroenterological-Urological 
Device  Classification  Panel,  result  from 
improper  use  and  sizing  of  orthoses.  The 
Panel  states  that  the  hazards  are  rare, 
and  the  Commissioner  believes  that  if 
the  device  is  used  in  a  normal  manner 
and  for  the  purpose  recommended,  the 
device  presents  no  undue  risks  to  health. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.B.C.  360c,  371(a)))  and  imder  authority 
delegated  to  him  (21 CFR  5.1],  the 
Commissioner  proposes  to  amend  Part 
890  in  Subpart  D  by  adding  new 
§  890.3490,  to  read  as  follows: 

§  890.3490  Truncal  orthosis. 

(a)  Identification.  A  truncal  orthosis  is 
a  device  used  to  support  and/or  to 
immobilize  fractures,  strains,  and 
sprains  of  the  neck  and/or  trunk  of  the 
body.  Examples  of  truncal  orthoses  are 
the  following:  abdominal,  cervical, 
cervical-thoracic,  lumbar,  lumbo-sacral, 
rib  fracture,  sacroiliac,  and  thoracic 
orthoses  and  clavicle  splints. 


(b)  Classification.  Class  I  (general 
controls). 

Interested  persons  may,  on  or  before 
October  29, 1979  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shedl  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 

Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated;  August  14, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

[FR  Doc.  79-26282  Filed  8-27-79;  8:45  am] 

BILUNQ  CODE  4110-03-M 

[21  CFR  Part  890] 

[Docket  No.  78N-12051 

Medical  Devices;  Classification  of 
External  Assembled  Lower  Limb 
Prostheses 

AGENCY:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  external  assembled  lower 
limb  prostheses  into  class  II 
(performance  standards).  The  FDA  is 
also  publishing  the  recommendation  of 
the  Physical  Medicine  Device 
Classification  Panel  that  the  device  be 
classified  into  class  II.  The  effect  of 
classifying  into  class  II  is  to  provide  for 
the  future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
After  considering  public  comments,  FDA 
will  issue  a  final  regulation  classifying 
the  device.  These  actions  are  being 
taken  under  the  Medical  Device 
Amendments  of  1976. 

DATES:  Comments  by  October  29. 1979. 
The  Commissioner  of  Food  and  Drugs 
proposes  that  the  final  regulation  based 
on  this  proposal  become  effective  30 
days  after  the  date  of  its  publication  in 
the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65, 5600  Fishers  Lane,  Rockville,  MD 
'20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
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Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7238. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  and  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  external  assembled 
lower  limb  prostheses; 

1.  Identification:  An  external  assembled 
lower  limb  prostheses  is  a  preassembled 
external  artificial  limb  for  the  lower 
extremity.  Examples  of  external  assembled 
lower  limb  prostheses  are  the  following: 
knee/shank/ankle/foot  assembly  and  thigh/ 
knee/shank/ankle/foot  assembly. 

2.  Recommended  classification;  Class  II 
(performance  standards).  The  Panel 
recommends  that  establishing  a  performance 
standard  for  this  device  by  a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
external  assembled  lower  limb  prostheses  be 
classified  into  class  II  because  the  Panel 
believes  that  the  structural  strength  of  this 
device  must  be  controlled  to  prevent  a 
potential  injury  to  the  patient.  The  Panel 
believes  that  general  controls  would  not 
provide  sufficient  control  over  this 
characteristic.  The  Panel  believes  that  a 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device  and  that  there  is 
sufficient  information  to  establish  a  standard 
to  provide  such  assurance. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  potential  hazard 
associated  with  this  device  and  the  Panel 
members’  personal  knowledge  of,  and 
familiarity  with,  the  devige. 

5.  Risks  to  health:  Bodily  injury’:  Injury  from 
falling  could  result  from  breakage  of  the  unit 
due  to  inadequate  structural  strength, 
particularly  of  the  set  screws. 

Proposed  Classification 

The  Commissioner  agrees  with  the 
Panel  recommendation  eind  is  proposing 
that  external  assembled  lower  limb 
prostheses  be  classified  into  class  II 
(performance  standards).  The 
Commissioner  believes  that  a 
performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The 
Commissioner  also  believes  that  there  is 
sufficient  information  to  establish  a 
standard  for  this  device. 


Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs,  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  proposes  to  amend  Part 
890  in  Subpart  D  by  adding  new 
§  890.3500,  to  read  as  follows: 

§  890.3500  Externa!  assembled  lower  limb 
prosthesis. 

(a)  Identification.  An  external 
assembled  lower  limb  prosthesis  is  a 
preassembled  external  artificial  limb  for 
the  lower  extremity.  Examples  of 
external  assembled  lower  limb 
prostheses  are  the  following:  knee/ 
shank/ankle/foot  assembly  and  thigh/ 
knee/shank/ankle/foot  assembly. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  29, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m, 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  14, 1979. 

Vl’iUiam  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  79-26283  Filed  8-27-79;  8;45  am] 
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[Docket  No.  78N-120€] 

Medical  Devices;  Classification  of 
Plinths 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  plinths  (a  flat  padded  table 
or  board)  into  class  I  (general  controls). 
The  FDA  is  also  publishing  the 
recommendation  of  the  Physical 
Medicine  Device  Classification  Panel 
that  the  device  be  classified  into  class  1. 
The  effect  of  classifying  a  device  into 
class  I  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 


actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  29. 1979. 
The  Commissioner  of  Food  and  Drugs 
proposes  that  the  final  regulation  based 
on  this  proposal  become  effective  30 
days  after  the  date  of  its  publication  in 
the  Federal  Register. 
address:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7238. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elesewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  and  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  plinths: 

1.  Indentification:  A  plinth  is  a  flat,  padded 
board  with  legs  on  which  a  patient  is  placed 
for  treatment  or  examination. 

2.  Recommended  classification:  Class  1 
(general  controls).  The  Panel  recommends 
that  plinths  be  exempt  from  registration, 
device  listing,  and  premarket  notification 
under  section  510  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act  (21  U.S.C.  380),  records  and 
reports  requirements  under  section  519  of  the 
act  (21  U.S.C.  360i),  and  good  manufacturing 
practice  regulations  under  section  520(f)  of 
the  act  (21  U.S.C.  360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
plinths  be  classified  into  class  I  and  that 
manufacturers  of  this  device  should  not  be 
required  to  comply  with  registration,  device 
listing,  premarket  notification,  records  and 
reports,  or  good  manufacturing  practice 
regulations  because  this  is  a  simple  device 
that  presents  no  undue  ricks  to  health  when 
used  in  a  normal  manner  and  for  the  purpose 
recommended.  The  Panel  believes  that 
general  controls  are  sufficient  to  assure  the 
safety  and  effectiveness  of  the  device. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members’ 
persona)  knowledge  of,  and  familiarity  with, 
this  device. 

5.  Risks  to  health:  None  identified. 
''Proposed  Classification 

The  Commissioner  agrees  with  the 
Panel  recommendation  and  is  proposing 
that  plinths  be  classified  into  class  I 
(general  controls).  The  Commissioner 
believes  that  general  controls  are 
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su^icient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  In  response 
to  the  Panel’s  recommendation  that 
manufacturers  of  a  plinth  be  exempt 
from  section  510  of  the  act,  FDA  is 
proposing  that  these  manufacturers  be 
subject  to  registration  and  device  listing 
under  section  510(a)  through  (j)  of  the 
act.  but  exempt  from  premarket 
notification  under  section  510(a)  through 
(1)  of  the  act,  but  exempt  from  premarket 
notification  under  section  510(k)  of  the 
act  and  Subpart  E  of  Part  807  of  the 
regulations.  Under  section  510(g)(4)  of 
the  act,  the  agency  may  exempt  a 
manufacturer  from  section  510  only  if  it 
finds  that  compliance  with  this  section 
is  not  necessary  for  the  protection  of  the 
public  health.  In  the  case  of  registration 
and  listing  by  manufacturers  of  a  plinth, 
the  agency  cannot  make  the  required 
finding.  To  protect  the  public  health,  the 
agency  needs  to  be  able  to  identify  the 
firms  manufacturing  this  device  and  to 
conduct  necessary  inspections.  The 
agency  has  determined,  however,  that  it 
is  not  necessary  for  the  protection  of  the 
public  health  that  FDA  receive 
premarket  notification  submissions 
concerning  a  plinth.  The  agency  does 
not,  at  this  time,  anticipate  that 
premarket  approval  will  be  required  for 
this  device.  The  agency  believes  that  the 
semiannual  updating  of  device  listing 
under  section  510(j)(2)  will  provide  FDA 
with  adequate  notice  concerning  new 
products  within  this  generic  type  of 
device. 

FDA  disagrees  with  the  Panel's 
recommendation  that  manufacturers  of  a 
plinth  be  exempt  from  records  and 
reports  regulations  under  section  519  of 
the  act.  The  records  and  reports 
requirements  in  several  of  FDA’s 
present  device  regulations  are 
authorized,  wholly  or  in  part,  by  section 
519.  The  most  extensive  of  these 
requirements  are  found  in  the  device 
good  manufacturing  practice  (GMP) 
regulation,  published  in  the  Federal 
Register  of  July  21, 1978  (43  FR  31508).  In 
the  future,  TOA  will  publish  other 
regulations  under  section  519,  including 
regulations  requiring  reports  to  FDA  of 
experience  with  medical  devices.  Until 
these  regulations  are  issued,  FDA 
believes  that  it  cannot  properly  issue 
exemptions  from  them.  In  the  future, 
w'henever  the  agency  proposes  device 
regulations  that  include  records  and 
reports  requirements,  interested  persons 
may  submit  comments  requesting  that 
certain  classes  of  manufacturers  or 
other  persons  be  exempt  from  the 
requirements,  and  FDA  will  issue 
exemptions  that  are  appropriate.  The 
only  type  of  exemption  from  records  and 


reports  requirements  that  FDA  is 
proposing  now,  in  device  classification 
regulations,  is  an  exemption  of  certain 
manufacturers  from  requirements  of  the 
device  GMP  regulation.  The  exemption 
will  not  extend  to  two  device  GMP 
requirements,  §  820.180  (21  CFR  820.180), 
with  respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of  a 
plinth  be  exempt  from  the  device  GMP 
regulation  under  section  520(f)  of  the  act, 
FDA  is  proposing  that  a  manufacturer  of 
this  device  be  exempt,  in  the 
manufacture  of  the  device,  from  all 
requirements  in  the  GMP  regulation 
except  §  820.180,  with  respect  to  general 
requirements  concerning  records,  and 
§  820.198,  with  respect  to  complaint 
files.  Based  on  available  information 
about  current  practices  used  in  the 
manufacture  of  the  device  and  user 
experience  with  the  device,  the  agency 
has  determined  that  application  of  the 
GMP  regulation,  other  than  §  §  820.180 
and  820.198,  is  unlikely  to  improve  the 
safety  and  effectiveness  of  the  device. 
The  agency  believes,  however,  that 
manufacturers  of  a  plinth  must  still  be 
required  to  comply  with  the  complaint 
file  requirements  of  §  820.198  to  ensure 
that  these  manufacturers  have  adequate 
systems  for  complaint  investigation  and 
followup.  The  agency  also  believes  that 
manufacturers  of  a  plinth  must  still  be 
required  to  comply  with  the  general 
requirements  concerning  records  in 
S  820.180*to  ensure  that  FDA  has  access 
to  complaint  files,  can  investigate 
device-related  injury  reports  and 
complaints  about  product  defects,  may 
determine  whether  the  manufacturer’s 
corrective  actions  are  adequate,  and 
may  determine  whether  the  exemption 
from  other  sections  of  the  GMP 
regulation  is  still  appropriate. 

Therefore,  imder  tiie  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055, 90  Stat.  540546  (21 
U.S.C.  360,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  proposes  to  amend  Part 
890  in  Subpart  D  by  adding  new 
§  890.3520  to  read  as  follows; 

§890.3520  Plinth. 

(a)  Identification.  A  plinth  is  a  flat, 
padded  board  with  legs  on  which  a 
patient  is  placed  for  treatment  or 
examination. 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
premarket  notification  procedures  in 
Subpart  E  of  Part  807  of  this  chapter. 

The  device  also  is  exempt  from  the  good 
manufacturing  practice  regulation  in 


Part  820  of  this  chapter,  with  the 
exception  of  §  820.180,  with  respect  to 
general  requirements  concerning 
records,  and  §  820.198,  with  respect  to 
complaint  files. 

Interested  persons  may,  on  or  before 
October  29, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  14, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  79-26284  Filed  8-27-79;  8:45  am] 

BILLING  CODE  4110-03-M 


[21  CFR  Part  890] 

[Docket  No.  78N-1207] 

Medical  Devices;  Classification  of 
Rigid  Pneumatic  Structure  Orthoses 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  rigid  pneumatic  structure 
orthoses  (whole  body  braces)  into  class 
III  (premarket  approval).  The  FDA  is 
also  publishing  the  recommendation  of 
the  Physical  Medicine  Device 
Classification  Panel  that  the  device  be 
classified  into  class  111.  The  effect  of 
classifying  a  device  into  class  III  is  to 
provide  for  each  manufacturer  of  the 
device  to  submit  to  FDA  a  premarket 
approval  application  at  a  date  to  be  set 
in  a  future  regulation.  Each  application 
includes  information  concerning  safety 
and  effectiveness  tests  of  the  device. 
After  considering  public  comments,  FDA 
will  issue  a  final  regulation  classifying 
the  device.  These  actions  are  being 
taken  under  the  Medical  Device 
Amendments  of  1976. 

DATES:  Comments  by  October  29, 1979. 
The  Commissioner  of  Food  and  Drugs 
proposes  that  the  final  regulation  based 
on  this  proposal  become  efrective  30 
days  after  the  date  of  its  publication  in 
the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
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65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

]ohnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7238. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elswhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  and  FDA  advisory 
committee,  made  the  following 
recommendation  with  respect  to  the 
classification  of  rigid  pneumatic 
structure  orthoses: 

1.  Identification:  A  rigid  pneumatic 
structure  orthosis  is  a  device  used  to  provide 
whole  body  support  by  means  of  a 
pressurized  suit  to  help  thoracic  paraplegics 
walk. 

2.  Recommended  classification;  Class  III 
(premarket  approval).  The  Panel  recommends 
that  premarket  approval  of  this  ‘device  be  a 
low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
the  rigid  pneumatic  structure  orthosis  be 
classified  into  class  III  because  the  Panel 
believes  that  satisfactory  performance  of  this 
device  has  not  been  demonstrated  and. 
therefore,  that  it  is  not  possible  to  establish 
an  adequate  performance  standard  for  the 
device.  Therefore,  the  device  should  be 
subject  to  premarket  approval  to  assure  that 
manufacturers  demonstrate  satisfactory 
performance  of  the  device  and  thus  ensure  its 
safety  and  effectiveness. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  literature 
concerning  the  device  (Refs.  1  and  2).  The 
literature  evaluation  did  not  demonstrate  that 
the  device  was  safe  or  effective  (Ref.  1).  The 
rigid  pneumatic  structure  orthosis  was  also 
evaluated  as  requested  by  the  Veterans* 
Administration  and  the  Rehabilitation 
Services  Administration,  Department  of 
Health,  Education,  and  Welfare  (Ref.  2),  and 
did  not  meet  adequate  performance 
standards  for  safely  and  effectiveness. 

5.  Risks  to  health:  (a)  Bodily  injury:  The 
device  could  collapse  and  the  patient  could 
fall,  resulting  in  bodily  injury,  if  inflation  is 
lost  or  the  zippers  fail,  (b)  Tissue  trauma 
and/or  pressure  sores:  Tissue  trauma  and/or 
pressure  sores  could  result  if  the  support 
beams  overinflate  and  cause  excessive 
pressure  on  the  skin  of  the  patient. 

Proposed  Classification 

The  Commissioner  agrees  with  the 
Panel  recommendation  and  is  proposing 
that  rigid  pneumatic  structure  orthoses 
be  classified  into  class  III  (premarket 
approval).  The  Commissioner  has 
reviewed  the  Panel  recommendation 


and  the  evaluations  of  rigid  pneumatic 
structure  orthoses  (Refs.  1  and  2).  The 
problems  found  with  this  device,  as 
stated  in  the  literature,  are  (1)  zipper 
failure,  (2)  deflation  or  overinflation,  (3) 
presspre  over  bony  prominences, 
causing  sores,  (4)  inability  of  the  patient 
to  climb  stairs  independently,  (5) 
inability  of  the  patient  to  move  as 
stated,  and  (6)  difficulty  in  the  patient 
regaining  a  standing  position  after  a  fall. 
Future  improvements  and  studies  were  ^ 
recommended  for  rigid  pneumatic 
structure  orthoses  because  a  potential 
exists  for  their  use  in  early 
rehabilitation.  The  Commissioner 
believes  that  the  device  presents  a 
potential  unreasonable  risk  of  injury  to 
the  patient  because  satisfactory 
performance  has  not  been 
demonstrated.  He  agrees  with  the  Panel 
conclusion  that  insufficient  information 
exists  to  determine  that  general  controls 
are  sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device,  and  he 
believes  that  insufficient  information 
exists  to  establish  a  performance 
standard  which  would  provide  such 
assurance. 

References 

The  following  information  has  been 
placed  in  the  office  of  the  Hearing  Clerk 
(HFA-305)  and  may  be  seen  by 
interested  persons,  from  9  a.m.  to  4  p.m., 
Monday  through  Friday. 
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and  Evaluation  Program,’’  Bulletin  of 
Prosthetics  Research,  10-22:  485-477,  Fall, 
1974. 

2.  "Evaluation  of  the  Ortho-Walk  Type  B 
Pneumatic  Orthosis  on  Thirty-Seven 
Paraplegic  Patients,”  Report  by  the 
Committee  on  Prosthetics  Research  and 
Development/Committee  on  Prosthetic- 
Orthotic  Education,  National  Academy  of 
Sciences,  Washington,  DC,  1976.  Supported 
by  the  Veterans  Administration  and  the 
Social  Rehabilitation  Service,  HEW. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  imder  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  proposes  to  amend  Part 
890  in  Subpart  D  by  adding  new 
§  890.3610,  to  read  as  follows: 

§  890.3610  Rigid  pneumatic  structure 
orthosis. 

(a)  Identification.  A  rigid  pneumatic 
structure  orthosis  is  a  device  used  to 
provide  whole  body  support  by  means 
of  a  pressurized  suit  to  help  thoracic 
paraplegics  walk. 

(b)  Classification.  Class  III  (premarket 
approval). 


Interested  persons  may,  on  or  before 
October  29, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  document  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  the 
hours  of  9  a.m.  and  4  p.m.,  Monday 
through  Friday. 

Dated:  August  14, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 
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Medical  Devices;  Classification  of  Arm 
Slings 

agency:  Food  and  Drug  Administration. 
action:  Proposed  Rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  arm  slings  into  class  I 
(general  controls).  The  FDA  is  also 
publishing  the  recommendation  of  the 
Physical  Medicine  Device  Classification 
Panel  that  the  device  be  classitied  into 
class  I.  The  effect  of  classifying  a  device 
into  class  1  is  to  require  that  the  device 
meet  only  the  general  controls 
applicable  to  all  devices.  After 
considering  public  comments,  FDA  will 
issue  a  final  regulation  classifying  the 
device.  These  actions  are  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

DATES:  Comments  by  October  29, 1979. 
The  Commissioner  of  Food  and  Drugs 
proposes  that  the  final  regulation  based 
on  this  proposal  become  effective  30 
days  after  the  date  of  its  publication  in 
the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7238. 
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SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classitication  of  arm  slings: 

1.  Identification;  An  arm  sling  is  a  device 
used  to  immobilize  the  arm,  by  means  of  a 
fabric  band  suspended  from  aroimd  the  neck. 

2.  Recommended  classification:  Class  I 
(general  controls).  The  Panel  recommends 
that  an  arm  sling  be  exempt  from  registration, 
device  listing,  and  premarket  notification 
under  section  510  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act  (21  U.S.C.  360),  records  and 
reports  requirements  under  section  519  of  the 
act  (21  U.S.C.  360i),  and  good  manufacturing 
practice  regulations  under  section  520(f)  of 
the  act  (21  U.S.C.  360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
an  arm  sling  be  classified  into  class  1  and  that 
manufacturers  of  this  device  not  be  required 
to  comply  with  registration,  device  listing, 
premarket  nofification,  records  and  reports, 
or  good  manufacturing  practice  regulations 
because  this  is  a  simple  device  that  presents 
no  undue  risks  to  health  when  used  in  a 
normal  manner  and  for  the  purpose 
recommended.  The  Panel  believes  that 
general  controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members’ 
personal  knowledge  of,  and  familiarity  with, 
this  device. 

5.  Risks  to  health:  None  identified. 
Proposed  Classification 

The  Commissioner  agrees  with  the 
Panel  recommendation  and  is  proposing 
that  arm  slings  be  classified  into  class  I 
(general  controls).  The  Commissioner 
believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  In  response 
to  the  Panel's  recommendation  that 
manufacturers  of  an  arm  sling  be 
exempt  from  section  510  of  the  act,  FDA 
is  proposing  that  these  manufacturers  be 
subject  to. registration  and  device  listing 
under  section  501  (a)  through  (j)  of  the 
act.  but  exempt  from  premarket 
notification  under  section  510(k)  of  the 
act  and  Subpart  E  of  Part  807  of  the 
regulations.  Under  section  510(g)(4)  of 
the  act,  the  agency  may  exempt  a 
manufacturer  from  section  510  only  if  it 
finds  that  compliance  with  this  section 
is  not  necessary  for  the  protection  of  the 
public  health.  In  the  case  of  registration 
and  listing  by  manufacturers  of  an  arm 


sling,  the  agency  cannot  make  the 
required  finding.  To  protect  the  public 
health,  the  agency  needs  to  be  able  to 
identify  the  firms  manufacturing  this 
device  and  to  conduct  necessary 
inspections.  The  agency  has  determined, 
however,  that  it  is  not  necessary  for  the 
protection  of  the  public  health  Aat  FDA 
receive  premarket  notiHcation 
submissions  concerning  an  arm  sling. 

The  agency  does  not,  at  this  time, 
anticipate  that  premarket  approval  will 
be  required  for  this  device.  The  agency 
believes  that  the  semiannual  updating  of 
device  listing  under  section  510(j)(2)  will 
provide  FDA  with  adequate  notice 
concerning  new  products  within  this 
generic  type  of  device. 

FDA  disagrees  with  the  Panel’s 
recommendation  that  manufacturers  of 
an  arm  sling  be  exempt  from  records 
and  reports  regulations  under  section 
519  of  the  act.  The  records  and  reports 
requirements  in  several  of  FDA’s 
present  device  regulations  are 
authorized,  wholly  or  in  part,  by  section 
519.  The  most  extensive  of  these 
requirements  are  found  in  the  device 
good  manufacturing  practice  (GMP) 
regulation,  published  in  the  Federal 
Register  of  July  21, 1978  (43  FR  31508).  In 
the  future,  FDA  will  publish  other 
regulations  under^section  519,  including 
regulations  requiring  reports  to  FDA  of 
experience  with  medical  devices.  Until 
these  regulations  are  issued,  FDA 
believes  that  it  cannot  properly  issue 
exemptions  from  them.  In  the  future, 
whenever  the  agency  proposes  device 
regulations  that  include  records  and 
reports  requirements,  interested  persons 
may  submit  comments  requesting  that 
certain  classes  of  manufacturers  or 
other  persons  be  exempt  from  the 
requirements,  and  FDA  will  issue 
exemptions  that  are  appropriate.  The 
only  type  of  exemption  from  records  and 
reports  requirements  that  FDA  is 
proposing  now,  in  device  classification 
regulations,  is  an  exemption  of  certain 
manufacturers  from  requirements  of  the 
device  GMP  regulation.  The  exemption 
will  not  extend  to  two  device  GMP 
requirements,  §  820.180  (21  CFR  820.180), 
with  respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
an  arm  sling  be  exempt  from  the  device 
GMP  regulation  under  section  520(f)  of 
the  act,  FDA  is  proposing  that  a 
manufacturer  of  this  device  be  exempt, 
in  the  manufacture  of  the  device,  from 
all  requirements  in  the  GMP  regulation 
except  §  820.180,  with  respect  to  general 
requirements  concerning  records,  and 


§  820.198,  with  respect  to  complaint 
fries.  Based  on  available  information 
about  current  practices  used  in  the 
manufacture  of  the  device  and  user 
experience  with  the  device,  the  agency 
has  determined  that  application  of  the 
GMP  regulation,  other  than  §§  820.180 
and  820.198,  is  unlikely  to  improve  the 
safety  and  effectiveness  of  the  device. 
The  agency  believes,  however,  that 
manufacturers  of  an  arm  sling  must  still 
be  required  to  comply  with  the 
complaint  file  requirments  of  §  820.198 
to  ensure  that  these  manufacturers  have 
adequate  systems  for  complaint 
investigation  and  followup.  The  agency 
also  believes  that  manufacturers  of  an 
arm  sling  must  still  be  required  to 
comply  with  the  general  requirements 
concerning  records  in  §  820.180  to 
ensure  that  FDA  has  access  to 
complaint  files,  can  investigate  device- 
related  injury  reports  and  complaints 
about  product  defects,  may  determine 
whether  the  manufacturer’s  corrective 
actions  are  adequate,  and  may 
determine  whether  the  exemption  from 
other  sections  of  the  GMP  regulation  is 
still  appropriate. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  proposes  to  amend  Part 
890  in  Subpart  D  by  adding  new 
§  890.3640,  to  read  as  follows: 

§  890.3640  Arm  sling. 

(a)  Identification.  An  arm  sling  is  a 
device  used  to  immobilize  the  arm,  by 
means  of  a  fabric  band  suspended  from 
around  the  neck. 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
premarket  notification  procedures  in 
Subpart  E  of  Part  807  of  this  chapter. 

The  device  also  is  exempt  from  the  good 
manufacturing  practice  regulation  in 
Part  820  of  this  chapter,  with  the 
exception  of  §  820.180,  with  respect  to 
general  requirements  concerning 
records,  and  §  820.198,  with  respect  to 
complaint  files. 

Interested  persons  may,  on  or  before 
October  29, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
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above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  14, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  79-26286  Filed  6-27-79;  8:45  am] 

BILUNQ  CODE  4110-03-M 

[21  CFR  Part  890] 

[Docket  No.  78N-1209] 

Medical  Devices;  Classification  of 
Congenital  Hip  Dislocation  Abduction 
Spjints 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  congenital  hip  dislocation 
abduction  splints  into  class  I  (general 
controls).  The  FDA  is  also  publishing  the 
recommendation  of  the  Physical 
Medicine  Device  Classification  Panel 
that  the  device  be  classified  into  class  I. 
The  effect  of  classifying  a  device  into 
class  I  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  After  considering  public 
comments.  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  29, 1979. 
The  Commissioner  of  Food  and  Drugs 
proposes  that  the  final  regulation  based 
on  this  proposal  become  effective  30 
days  after  the  date  of  its  publication  in 
the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65.  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7238. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  congenital  hip 
dislocation  abduction  splints: 


1.  Identification:  A  congenital  hip 
dislocation  abduction  splint  is  a  device  used 
to  stabilize  the  hips  of  a  young  child  with 
dislocated  hips  in  an  abducted  position 
(away  from  the  midline). 

2.  Recommended  classification:  Class  I 
(general  controls).  The  Panel  recommends 
that  there  be  no  exemptions. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
a  congenital  hip  dislocation  abduction  splint 
be  classified  into  class  1  because  this  is  a 
simple  device  that  presents  no  undue  risk  to 
health  when  used  in  a  normal  manner  and  for 
the  purpose  recommended.  The  Panel 
recommends  that  the  device  be  used  under 
the  direct  supervision  of  a  physician, 
therapist,  or  orthotist/prosthelist  (makers  or 
fitters  of  orthotic  or  prosthetic  devices).  The 
Panel  believes  that  general  controls  are 
sufficient  to  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the  device. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based  it 
recommendation  on  the  Panel  members’ 
personal  knowledge  of,  and  familiarity  with, 
this  device. 

5.  Risks  to  health:  None  identified. 
Proposed  Classification 

The  Conunissioner  agrees  with  the 
Panel  recommendation  and  is  proposing 
that  congenital  hip  dislocation 
abduction  splints  be  classified  into  class 
I  (general  controls),  with  no  exemptions. 
The  Conunissioner  believes  that  general 
controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs,  513, 
7ri(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  proposes  to  amend  Part 
890  in  Subpart  B  by  adding  new 
§  890.3665,  to  read  as  follows: 

§  890.3665  Congenital  hip  dislocation 
abduction  splint. 

(a)  Identification.  A  congenital  hip 
dislocation  abduction  splint  is  a  device 
used  to  stabilize  the  hips  of  a  young 
child  with  dislocated  hips  in  an 
abducted  position  (away  from  the 
midline). 

(b)  Classification.  Class  I  (general 
controls). 

Interested  persons  may,  on  or  before 
October  29, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 


above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  14, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  79-26287  Filed  8-27-79;  8:45  am) 

BILUNQ  CODE  4110-03-M 

[21  CFR  Part  890] 

[Docket  No.  78N-1210] 

Medical  Devices;  Classification  of 
Denis  Brown  Splints 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  conunent  a  proposed  regulation 
classifying  Denis  Brown  splints  into 
class  I  (general  controls).  The  FDA  is 
also  publishing  the  recommendation  of 
the  Physical  Medicine  Device 
Classification  Panel  that  the  device  be 
classified  into  class  1.  The  effect  of 
classifying  a  device  into  class  1  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
,  regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  29, 1979. 
The  Commissioner  of  Food  and  Drugs 
proposes  that  the  final  regulation  based 
on  this  proposal  become  effective  30 
days  after  the  date  of  its  publication  in 
the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT; 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7238. 

SUPPLEMENTARY  INFORMATION: 

Panel  Reconunendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  Denis  Brown  splints: 

1.  Identification:  A  Oenis  Brown  splint  is  a 
device  used  to  immobilize  the  feet.  It  is  used 
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on  young  children  with  tibial  torsion 
(excessive  rotation  of  the  lower  leg)  or  club 
foot. 

2.  Recommended  Classification:  class  I 
(general  controls).  The  Panel  recommends 
that  there  by  no  exemptions. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
Denis  Brown  splints  be  classiBed  into  class  I 
because  this  is  a  simple  device  that  presents 
no  undue  risks  to  health  when  used  in  a 
normal  manner  and  for  the  purpose 
recommended.  The  Panel  believes  that 
general  controls  are  sufficent  to  assure  the 
safety  and  effectiveness  of  the  device. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members’ 
personal  knowledge  of,  and  familiarity  with, 
this  device. 

5.  Risks  to  health;  None  identified. 
Proposed  Classification 

The  Commissioner  agrees  with  the 
Panel  recommendation  and  is  proposing 
that  Oenis  Brown  splints  be  classified 
into  class  1  (general  controls),  with  no 
exemptions.  The  Commissioner  believes 
that  general  controls  are  sufficient  to 
provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  device. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513. 
701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  imder  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  proposes  to  amend  Part 
890  in  Subpart  D  by  adding  new 
5  890.3675,  to  read  as  follows: 

§  S90.3675  Denis  Brown  splint 

(a)  Identification.  A  Denis  Brown 
splint  is  a  device  used  to  immobilize  the 
feet.  It  is  used  on  young  children  with 
tibial  torsion  (excessive  rotation  of  the 
lower  leg)  or  club  foot. 

(b)  Classification.  Class  I  (general 
controls). 

Interested  persons  may,  on  or  before 
October  29, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305).  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4  p.m..  Monday  through  Friday. 

Dated:  August  14. 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

IFR  Doc.  79-26288  Filed  8-27-79;  8:45  am) 
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[21  CFR  Part  8901 

[Docket  No.  78N-1211] 

Medical  Devices;  Classification  of 
Powered  Wheeled  Stretchers 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  relation 
ciassif}dng  powered  wheeled  stretchers 
into  class  II  (performance  standards). 
The  FDA  is  also  publishing  the 
recommendation  of  the  Physical 
Medicine  Device  Classification  Panel 
that  the  device  be  classified  into  class  n. 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  ensure  the 
safety  and  effectiveness  of  the  device. 
After  considering  public  comments.  FDA 
will  issue  a  final  regulation  classifying 
the  device.  These  actions  are  being 
taken  under  the  Medical  Device 
Amendments  of  1976. 

OATES:  Comments  by  October  29, 1979. 
The  Commissioner  of  Food  and  Drugs 
proposes  that  the  final  regulation  based 
on  this  proposal  become  effective  30 
days  after  the  date  of  its  publication  in 
the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857, 

FOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7238. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  powered  wheeled 
stretchers: 

1.  Identification:  A  powered  wheeled 
stretcher  is  a  battery-powered  table  with 
wheels  that  is  used  by  patients  who  are 
unable  to  propel  themselves  independently 
and  who  must  maintain  a  prone  or  supine 
position  for  prolonged  periods  of  time 
because  of  skin  ulcers  or  contractures 
(muscle  contractions). 

2.  Recommended  classification:  Class  11 
(performance  standards).  The  Panel 


recommends  that  establishing  a  performance 
standard  for  this  device  be  a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  panel  recommends  that 
powered  wheeled  stretchers  be  classified  into 
class  II  because  the  Panel  believes  that  if 
there  is  a  malfunction  of  the  device,  serious 
harm  to  the  patient  could  result.  The  Panel 
also  believes  that  the  electrical  properties  of 
the  battery  must  be  controlled  to  avoid  the 
potential  hazard  of  shock  or  malfunction.  The 
Panel  believes  that  general  controls  would 
not  provide  sufficient  control  over  these 
characteristics.  The  Panel  believes  that  a 
standard  would  provide  reasonable 
assurance  of  the  safety  and  effectiveness  of 
the  device  and  that  there  is  sufficient 
information  to  establish  a  standard  to 
provide  such  assurance. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  potential  hazards 
associated  with  this  device  and  on  the  Panel 
members’  personal  knowledge  of,  and 
familiarity  w’ith,  the  device. 

5.  Risks  to'health:  (a)  Bodily  injury:  Bodily 
injury  could  result  from  defective  controls, 
battery  malfunction,  or  use  of  the  device  on 
inclin^  surfaces,  (b)  Electrical  shock: 
Excessive  leakage  current  or  malfunction  of 
the  device  could  result  in  electric  shock. 

Proposed  Classification 

The  Conunissioner  agrees  with  the 
Panel  recommendation  and  is  proposing 
that  powered  wheeled  stretchers  be 
classified  into  class  II  (performance 
standards).  The  Commissioner  believes 
that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device.  Performance  standard  would 
provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  device. 
The  Commissioner  also  believes  that 
there  is  sufficient  information  to 
establish  a  standard  for  this  device. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5,1),  the 
Commissioner  proposes  to  amend  Part 
890  in  Subpart  D  by  adding  new 
§  890.3690,  to  read  as  follows: 

§  890.3690  Powered  wheeled  stretcher. 

(a)  Identification.  A  powered  wheeled 
stretcher  is  a  battery-powered  table 
with  wheels  that  is  used  by  patients 
who  are  unable  to  propel  themselves 
independently  and  who  must  maintain  a 
prone  or  supine  position  for  prolonged 
periods  because  of  skin  ulcers  or 
contractures  (muscle  contractions). 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  29, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
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Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  14, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A /fairs. 

|FR  Doc.  79-26289  Filed  8-27-79. 8:45  am] 
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[21  CFR  Part  890] 

[Docket  No.  78N-1212] 

Medical  Devices;  Ciassification  of 
Nonpowered  Communication  Systems 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  nonpowered  communication 
systems  into  class  I  (general  controls). 
The  FDA  is  also  publishing  the 
recommendation  of  the  Physical 
Medicine  Device  Classification  Panel 
that  the  device  be  classified  into  class  I. 
The  effect  of  classifying  a  device  into 
class  1  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  29, 1979. 
The  Commissioner  of  Food  and  Drugs 
proposes  that  the  final  regulation  based 
on  this  proposal  become  effective  30 
days  after  the  date  of  its  publication  in 
the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-27- 
7238. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 


background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  nonpowered 
communication  systems: 

1.  Identihcation:  A  nonpowered 
communication  system  is  a  mechanical 
device  used  to  assist  a  patient  in 
communicating  when  physical  impairment 
prevents  writing,  telephone  use,  reading,  or 
talking.  Examples  of  nonpowered 
communications  systems  include  the 
following:  an  alphabet  board,  a  telephone 
holder,  and  a  page  turner. 

2.  Recommended  classification:  Class  I 
(general  controls).  The  Panel  recommends 
that  there  be  no  exemptions. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
a  nonpowered  communication  system  be 
classified  into  class  I  because  this  is  a  simple 
device  that  presents  no  undue  risks  to  health 
when  used  in  a  normal  manner  and  for  the 
purpose  recommended.  The  Panel  believes 
that  general  controls  are  sufficient  to  assure 
the  safety  and  effectiveness  of  the  device. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members’ 
personal  knowledge  of,  and  familiarity  with, 
this  device. 

5.  Risks  to  health:  None  identified. 
Proposed  ClassiHcation 

The  Commissioner  agrees  with  the 
Panel  recommendation  and  is  proposing 
that  nonpowered  communication 
systems  be  classiHed  into  class  I 
(general  controls),  with  no  exemptions. 
The  Commissioners  believes  that 
general  controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  proposes  to  amend  part 
890  in  Subpart  D  by  adding  new 
§  890.3700,  to  read  as  follows: 

§  890.3700  Nonpowered  communication 
system. 

(a)  Identification.  A  nonpowered 
communication  system  is  a  mechanical 
device  used  to  assist  a  patient  in 
communicating  when  physical 
impairment  prevents  writing,  telephone 
use,  reading,  or  talking.  Examples  of 
nonpowered  communications  systems 
include  the  following:  An  alphabet 
board,  a  telephone  holder,  and  a  page 
turner. 

(b)  Classification.  Class  I  (general 
controls).  » 

Interested  persons  may,  on  or  before 
October  29, 1979,  submit  to  the  Hearing 


Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  14, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A /fairs. 

[FR  Doc.  79-26290  Filed  8-27-79  8:45  am) 
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[21  CFR  Part  890] 

[Docket  No.  78N-1213] 

Medical  Devices;  Ciassification  of 
Powered  Communication  Systems 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  powered  communication 
systems  into  class  II  (performance 
standards).  The  FDA  is  also  publishing 
the  recommendation  of  the  Physical 
Medicine  Device  Classification  Panel 
that  this  device  be  classified  into  class 
11.  The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
After  considering  public  comments,  FDA 
will  issue  a  final  regulation  classifying 
the  device.  These  actions  are  being 
taken  under  the  Medical  Device 
Amendments  of  1976. 

DATES:  Comments  by  October  29, 1979. 
The  Commissioner  of  Food  and  Drugs 
proposes  that  the  final  regulation  based 
on  this  proposal  become  effective  30 
days  after  the  date  of  its  publication  in 
the  Federal  Register.  , 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave„  Silver  Spring,  MD  20910,  301-427- 
7238. 


50490 


Federal  Register  /  Vol.  44.  No.  168  /  Tuesday.  August  28.  1979  /  Proposed  Rules 


SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  powered 
communication  systems: 

1.  Identification:  A  powered 
communication  system  is  an  electrical  or 
battery  powered  device  used  to  transmit  or 
receive  information.  It  is  used  by  persons 
unable  to  use  their  hands  because  of  physical 
impairment.  Examples  of  powered 
communication  systems  include  the 
following:  a  specialized  typewriter,  a  reading 
machine,  and  a  video  picture  and  word 
screen. 

2.  Recommended  classification;  Class  II 
(performance  standards).  The  Panel 
recommends  that  establishing  a  performance 
standard  for  this  device  be  a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
a  powered  communication  system  be 
clasified  into  class  II  because  the  Panel 
believes  that  the  electrical  properties  of  this 
device  must  be  controlled  to  avoid  the 
potential  hazard  of  electric  shock.  The  Panel 
believes  that  general  controls  will  not 
provide  sufficient  control  over  this 
characteristic.  The  Panel  believes  that  a 
performance  standard  will  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device  and  that  there  is 
sufficient  information  to  establish  a  standard 
to  provide  such  assurance. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  potential  hazards 
associated  with  this  device  and  on  the  Panel 
members’  personal  knowledge  of,  and 
familiarity  with,  the  device. 

5.  Risks  to  health:  Electrical  shock: 
Excessive  leakage  current  could  result  in 
injury,  and  a  malfunction  of  the  device  could 
result  in  electric  shock. 

Proposed  Classincation 

The  Commissioner  agrees  with  the 
Panel  recommendation  and  is  proposing 
that  powered  communication  systems 
be  classified  into  class  II  (performance 
standards].  The  Commissioner  believes 
that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard  will 
provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  device. 
The  Commissioner  also  believes  that 
there  is  sufficient  information  to 
establish  a  standard  for  this  device. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 


Commissioner  proposes  to  amend  Part 
890  in  Subpart  D  by  adding  new 
§  890.3710,  to  read  as  follows: 

§  890.3710  Powered  communication 
system. 

(a)  Identification.  A  powered 
communication  system  is  an  electrical 
or  battery-powered  device  used  to 
transmit  or  receive  information.  It  is 
used  by  persons  unable  to  use  their 
hands  because  of  physical  impairment. 
Examples  of  powered  communication 
systems  include  the  following;  a 
specialized  typewriter,  a  reading 
machine,  and  a  video  picture  and  word 
screen. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  29, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  14, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

IFR  Doc.  79-26291  Filed  8-27-79:  8:45  am] 
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[21  CFR  Part  890] 

[Docket  No.  78N-1214] 

Medical  Devices;  Classification  of 
Powered  Environmental  Control 
Systems 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  powered  environmental 
control  systems  into  class  II 
(performance  standards).  The  FDA  is 
also  publishing  the  recommendation  of 
the  Physical  Medicine  Device 
Classification  Panel  that  the  device  be 
classified  into  class  II.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
tbe  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 


actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 

DATES:  Comments  by  October  29, 1979. 
The  Commissioner  of  Food  and  Drugs 
proposes  that  the  final  regulation  based 
on  this  proposal  become  effective  30 
days  after  the  date  of  its  publication  in 
the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7238. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  powered  environmental 
control  systems.: 

1.  Identification;  A  powered  environmental 
control  system  is  an  electrical  or  battery- 
powered  device  used  by  a  patient  to  operate 
an  environmental  control  function.  Examples 
of  environmental  control  functions  include 
the  following;  to  control  room  temperature,  to 
answer  a  doorbell  or  telephone,  or  to  sound 
an  alarm  for  assistance. 

2.  Recommended  classification;  Class  II 
(performance  standards).  The  Panel 
recommends  that  establishing  a  performance 
standard  for  this  device  be  a  low  priority. 

3.  Summary  of  reasons  for 
recommendation;  The  Panel  recommends  that 
a  powered  environmental  control  system  be- 
classified  into  class  II  because  the  Panel 
believes  that  the  electrical  properties  of  this 
device  must  be  controlled  to  avoid  the 
potential  hazard  of  electric  Shock.  The  Panel 
believes  that  general  controls  would  not 
provide  sufficient  control  over  this 
characteristic.  The  Panel  believes  that  a 
standard  would  provide  reasonable 
assurance  of  the  safety  and  effectiveness  of 
the  device  and  that  there  is  sufficient 
information  to  establish  a  standard  to 
provide  such  assurance. 

4.  Summary  of  data  on  which  the 
recommendation  is  based;  The  Panel  based 
its  recommendation  on  the  potential  hazards 
associated  with  this  device  and  on  the  Panel 
members’  personal  knowledge  of,  and 
familiarity  w-ith,  the  device. 

5.  Risks  to  health:  Electrical  shock: 
Excessive  leakage  current  could  result  in 
injury,  and  a  malfunction  of  the  device  could 
result  in  electric  shock. 
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Proposed  Classification 

The  Commissioner  agrees  with  the 
Panel  recommendation  and  is  proposing 
that  powered  environmental  control 
systems  be  classified  into  class  U 
(performance  standards).  The 
Commissioner  believes  that  a 
performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device,  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The 
Commissioner  also  believes  that  there  is 
sufficient  information  to  establish  a 
standard  for  this  device. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs,  513, 

701(a),  52  Stat,  1055,  90  Stat,  540-546  (21 
U,S.C,  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5,1),  the 
Commissioner  proposes  to  amend  Part 
890  in  Subpart  D  by  adding  new 
§  890,3725,  to  read  as  follows: 

§  890,3725  Powered  environmental 
control  system, 

(a)  Identification.  A  powered 
environmental  control  system  is  an 
electrical  or  battery-powered  device 
used  by  a  patient  to  operate  an 
environmental  control  function. 
Examples  of  environmental  control 
functions  include  the  following:  to 
control  room  temperature,  to  answer  a 
doorbell  or  telephone,  or  to  sound  an 
alarm  for  assistance, 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  29, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm,  4-65,  56Q0  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a,m, 
and  4  p,m„  Monday  through  Friday. 

Dated:  August  14, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

(FR  Doc.  79-20292  Filed  B-27-79;  8:45  am] 
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[21  CFR  Part  690] 

[Docket  No.  78N-1215] 

Medical  Devices;  Classification  of 
Mechanical  Tables 

agency:  Food  and  Drug  Administration. 
action:  Proposed  Rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  mechanical  tables  into  class 
I  (general  controls).  The  FDA  is  also 
publishing  the  recommendation  of  the 
Physical  Medicine  Device  Classification 
Panel  that  the  device  be  classified  into 
class  I.  The  effect  of  classifying  a  device 
into  class  I  is  to  require  that  the  device 
meet  only  the  general  controls 
applicable  to  all  devices.  After 
considering  public  comments,  FDA  will 
issue  a  final  regulation  classifying  the 
device.  These  actions  are  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

DATES:  Comments  by  October  29, 1979. 
The  Commissioner  of  Food  and  Drugs 
proposes  that  the  final  regulation  based 
on  this  proposal  become  effective  30 
days  after  the  date  of  its  publication  in 
the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (FIFA-305), 
Food  and  Drug  Administration,  Rm.  ^ 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring.  MD  20910,  301-427- 
7238. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  mechanical  tables: 

1.  Identification;  A  mechanical  table  is  a 
device  that  has  a  flat  surface  that  can  be 
inclined  or  adjusted  to  various  positions.  It  is 
used  by  patients  with  circulatory, 
neurological,  or  musculoskeletal  conditions  to 
increase  tolerance  to  an  upright  or  standing 
position. 

2.  Recommended  classification:  Class  I 
(general  controls).  The  Panel  recommends 
that  mechanical  tables  be  exempt  &om 
registration,  device  listing,  and  premarket 
notification  regulations  under  section  510  of 
the  Federal  Food,  Drug,  and  Cosmetic  Act  (21 


U.S.C.  360),  records  and  reports  under  section 
519  of  the  act  (21  U.S.C.  360i).  and  good 
manufacturing  practice  (GMip)  regrilations 
under  section  520(f)  of  the  act  (21  U.S.C. 

360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
a  mechanical  table  be  classified  into  class  I 
and  that  the  manufacturers  of  this  device 
should  not  be  required  to  comply  with 
registration,  device  Usting,  premarket 
notification,  records  and  reports,  or  GMP 
regulations  because  this  is  a  simple  device 
that  presents  no  undue  risks  to  health  when 
used  in  a  normal  maiuier  and  for  the  purpose 
recommended.  The  Panel  believes  that 
general  controls  are  sufficient  to  assure  the 
safety  and  effectiveness  of  the  device  and 
that  a  performance  standard  is  not  necessary. 

4.  Summary  of  data  on  which  the 
recommendation  is  based;  The  Panel  based 
its  recommendation  on  the  Panel  members' 
personal  knowledge  of,  and  familiarity  with, 
this  device. 

5.  Risks  to  health;  None  identified. 
Proposed  Classification 

The  Commissioner  agrees  with  the 
Panel  recommendation  and  is  proposing 
that  mechanical  tables  be  classified  into 
class  I  (general  controls).  The 
Commissioner  believes  that  general 
controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The 
Commissioner  disagrees  with  the  Panel 
recommendation  that  manufacturers  of 
mechanical  tables  be  exempt  from 
registration,  device  listing,  and 
premarket  notification  under  section  510 
of  the  act.  Under  section  510(g)(4)  of  the 
act,  the  Commissioner  may  exempt  a 
manufacturer  from  section  510  only 
upon  a  finding  that  compliance  with  this 
section  is  not  necessary  for  the 
protection  of  public  health.  In  the  case 
of  the  mechanical  table,  the 
Commissioner  cannot  make  the  required 
finding.  To  protect  the  public  health,  the 
agency  needs  to  require  manufacturers 
of  this  device  to  register  and  to  list  their 
products  with  FDA,  so  that  the  agency  is 
able  to  identify  the  firms  manufacturing 
this  device  and  to  conduct  necessary 
inspecfions.  Premarket  notification  by 
these  manufacturers  assures  that  FDA 
learns  of  new  products,  and  of 
significant  modifications  of  existing 
products,  for  which  premarket  approval 
is  required. 

The  Commissioner  disagrees  with  the 
Panel’s  recommendation  that 
manufacturers  of  a  mechanical  table  be 
exempt  from  records  and  reports 
regulations  under  section  519  of  the  act 
(21  U.S.C.  360i).  The  records  and  reports 
requirements  in  several  of  FDA’s 
present  device  regulations  are 
authorized,  wholly  or  in  part,  by  section 
519.  ’The  most  extensive  of  these 
requirements  are  found  in  the  device 
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good  manufacturing  practice  (GMP) 
regulation,  published  in  the  Federal 
Register  of  July  21, 1978  (43  FR  31508).  In 
the  future,  FDA  will  publish  other 
regulations  under  section  519,  including 
regulations  requiring  reports  to  FDA  of 
experience  with  medical  devices.  Until 
these  regulations  are  issued,  FDA 
believes  that  it  cannot  properly  issue 
exemptions  from  them.  In  the  future, 
whenever  the  agency  proposes  devices 
regulations  that  include  records  and 
reports  requirements,  interested  persons 
may  submit  comments  requesting  that 
certain  classes  of  manufacturers  or 
other  persons  be  exempt  from  the 
requirements,  and  FDA  will  issue 
exemptions  that  are  appropriate.  The 
only  type  of  exemption  from  records  and 
reports  requirements  that  FDA  is 
proposing  now,  in  device  classification 
regulations,  is  an  exemption  of  certain 
manufacturers  from  requirements  of  the 
device  GMP  regulation.  The  exemption 
will  not  extend  to  two  device  GMP 
requirements.  §  820.180  (21  CFR  820.180). 
with  respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files. 

The  Commissioner  disagrees  with  the 
Panel  recommendation  that 
manufacturers  of  the  mechanical  table 
be  exempt  from  the  good  manufacturing 
practice  regulation  under  section  520(f) 
of  the  act.  The  Commissioner  believes 
that  compliance  with  this  regulation  is 
necessary  to  assure  the  quality  of  this 
device  and  thus  its  safety,  effectiveness, 
and  compliance  with  adulteration  and 
misbranding  provisions  of  the  act. 
Compliance  with  the  GMP  regulation 
will  help  prevent  production  of  a 
mechanical  table  having  defects  that 
could  harm  users. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissionej-  proposes  to  amend  Part 
890  in  Subpart  D  by  adding  new 
§  890.3750,  to  read  as  follows: 

§  690.3750  Mechanical  table.  * 

(a)  Identification.  A  mechanical  table 
is  a  device  that  has  a  flat  surface  that 
can  be  inclined  or  adjusted  to  various 
positions.  It  is  used  by  patients  with 
circulatory,  neurological,  or 
musculoskeletal  conditions  to  increase 
tolerance  to  an  upright  or  standing 
position. 

(b)  Classification.  Class  I  (general 
controls). 

Interested  persons  may,  on  or  before 
October  29, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 


Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  thorugh 
Friday. 

Dated;  August  14, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  f fairs. 

(FR  Doc.  79-26293  Filed  8-27-79;  8:45  am] 
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[Docket  No.  78N-12161 

Medical  Devices;  Classification  of 
Powered  Tables 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 


summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  powered  tables  into  class  II 
(performance  standards).  The  FDA  is 
also  publishing  the  recommendation  of 
the  Physical  Medicine  Device 
Classification  Panel  that  the  device  be 
classified  into  class  II.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 

DATES:  Comments  by  October  29, 1979. 
The  Commissioner  of  Food  and  Drugs 
proposes  that  the  final  regulation  based 
on  this  proposal  become  effective  30 
days  after  the  date  of  its  publication  in 
the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville.  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT; 

(ohnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7238. 


SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  powered  tables: 

1.  IdentiHcation;  A  powered  table  is  an 
electrically  operated  flat  surface  table  that 
can  be  adjusted  to  various  positions.  It  is 
used  by  patients  with  circulatory, 
neurological,  or  musculoskeletal  conditions  to 
increase  tolerance  to  an  upright  or  standing 
position. 

2.  Recommended  classification:  Class  11 
(performance  standards).  The  Panel 
recommends  that  establishing  a  performance 
standard  for  this  device  be  a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
a  powered  table  be  classified  into  class  11 
because  the  Panel  believes  that  the  electrical 
properties  of  this  device  must  be  controlled  to 
avoid  injury.  The  Panel  believes  that  general 
controls  would  not  provide  sufficient  control 
over  this  characteristic.  The  Panel  believes 
that  a  performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device  and  that  there  is 
sufficient  information  to  establish  a  standard 
to  provide  such  assurance. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  potential  hazards 
associated  with  the  electrical  properties  of 
the  device  and  on  the  Panel  members’ 
personal  knowledge  of,  and  familiarity  with, 
the  device. 

5.  Risks  to  health:  Electrical  shock; 
Excessive  leakage  current  could  result  in 
injury,  and  malfunction  of  the  device  could 
result  in  an  electric  shock. 

Proposed  Classification 

The  Commissioner  agrees  with  the 
Panel  recommendation  and  is  proposing 
that  powered  tables  be  classified  into 
class  II  (performance  standards).  The 
Commissioner  believes  that  a 
performance  standard  is  necessary  for 
this  device-because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The 
Commissioner  also  believes  that  there  is 
sufficient  information  to  establish  a 
standard  for  this  device. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  proposes  to  amend  Part 
890  in  Subpart  D  by  adding  new 
§  890.3760,  to  read  as  follow's: 
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§  890.3760  Powered  table. 

(a)  Identification.  A  powered  table  is 
an  electrically  operated  flat  surface 
table  that  can  be  adjusted  to  various 
positions.  It  is  used  by  patients  with 
circulatory,  neurological,  or 
musculoskeletal  conditions  to  increase 
tolerance  to  an  upright  or  standing 
position. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  29, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated;  August  14, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  79-26294  Filed8-27-79:  8:45  am] 

BILUNG  CODE  4110-03-H 


[21  CFR  Part  890] 

[Docket  No.  78N-1217] 

Medical  Devices;  Classification  of 
Cane,  Crutch,  and  Walker  Tips 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  cane,  crutch,  and  walker  tips 
into  class  I  (general  controls).  The  FDA 
is  also  publishing  the  recommendation 
of  the  Physical  Medicine  Device 
Classification  Panel  that  the  device  be 
classified  into  class  I.  The  effect  of 
classifying  a  device  into  class  I  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976, 
DATES:  Comments  by  October  29, 1979. 
The  Commissioner  of  Food  and  Drugs 
proposes  that  the  final  regulation  based 
on  this  proposal  become  effective  30 
days  after  the  date  of  its  publication  in 
the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 


Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7238. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  cane,  crutch,  and 
walker  tips: 

1.  Identification:  Cane,  crutch,  and  walker 
tips  are  rubber  accessories  applied  to  the 
ground  end  of  mobility  aids  to  prevent 
skidding. 

2.  Recommended  classification:  Gass  I 
(general  controls).  The  Panel  recommends 
that  there  be  no  exemptions. 

3.  Summary  of  reasons  for 
recommendation;  The  Panel  recommends  that 
these  devices  be  classified  into  class  I 
because  they  are  simple  devices  that  present 
no  undue  risks  to  health  when  used  in  a 
normal  manner  and  for  the  purpose 
recommended.  The  Panel  believes  that 
general  controls  are  sufficient  to  assure  the 
safety  and  effectiveness  of  these  devices. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members' 
personal  knowledge  of,  and  familiarity  with, 
these  devices. 

5.  Risks  to  health:  None  identified. 
Proposed  Classification 

The  Commissioner  agrees  with  the 
Panel  recommendation  and  is  proposing 
that  cane,  crutch,  and  walker  tips  be 
classified  into  class  I  (general  controls), 
with  no  exemptions.  The  Commissioner 
believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5,1),  the 
Commissioner  proposes  to  amend  Part 
890  in  Subpart  D  by  adding  new 
§  890.3790,  to  read  as  follows: 

§  890.3790  Cane,  crutch,  and  walker  tips. 

(a)  Identification.  Cane,  crutch,  and 
walker  tips  are  rubber  accessories 
applied  to  the  ground  end  of  mobility 
aids  to  prevent  skidding. 


(b)  Classification.  Class  I  (general 
controls). 

Interested  persons  may,  on  or  before 
October  29, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  14, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

IFR  Doc.  79-26295  Filed  8-27-79;  845  am] 

BILLING  CODE  4110-03-M 


[21  CFR  Part  890] 

[Docket  No.  78N-1218] 

Medical  Devices;  Classification  of 
Motorized  Three-Wheeled  Vehicles 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  motorized  three-wheeled 
vehicles  for  outdoor  use  into  class  II 
(performance  standards).  The  FDA  is 
also  publishing  the  recommendation  of 
the  Physical  Medicine  Device 
Classification  Panel  that  the  device  be 
classified  into  class  II.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  29, 1979. 
The  Commissioner  of  Food  and  Drugs 
proposes  that  the  final  regulation  based 
on  this  proposal  become  effective  30 
days  after  the  date  of  its  publication  in 
the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857, 

FOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
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Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7238.  . 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elesewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  an  FDA  advisory  , 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  motorized  three¬ 
wheeled  vehicles: 

1.  Identification:  A  motorized  three¬ 
wheeled  vehicle  is  a  gasoline-fueled  or 
battery-powered  device  that  is  used  for 
outside  transportation  by  disabled  persons.  ^ 

2.  Recommended  classification:  Class  II 
(performance  standards).  The  Panel 
recommends  that  establishing  a  performance 
standard  for  this  device  be  a  medium  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
a  motorized  three-wheeled  vehicle  be 
classified  into  class  II  because  the  Panel 
believes  that  the  design  and  materials  of  the 
device  must  be  controlled  to  assure  that  there 
are  adequate  mechanical  safety  features  to 
prevent  the  patient  from  falling  from  the 
device.  The  Panel  believes  that  general 
controls  would  not  provide  sufficient  control 
over  these  characteristics.  The  Panel  believes 
that  performance  standard  will  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device  and  that  there  is 
sufficient  information  to  establish  a  standard 
to  provide  such  assurance. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  potential  hazards 
associated  with  this  device,  on  the  Panel 
members'  personal  knowledge,  of  and 
familiarity  with,  the  device,  and  a  review  of 
the  pertinent  literature  (Refs.  1  and  2).  Staros 
and  Peizer  (Ref.  1)  state  that  good  bilateral 
hand,  arm,  and  shoulder  strength  and 
excursion  are  needed  to  drive  three-wheeled 
vehicles.  The  authors  report  that  there  have 
been  frequent  accidents  from  the  use  of  these 
vehicles,  caused  by  excessive  speeds  and 
fast  turns. 

5.  Risks  to  health:  Bodily  injury:  The 
patient  could  fall  as  a  result  of  instability  of 
the  vehicle,  fast  turning,  or  tipping  over  of  the 
vehicle  while  the  patient  mounts  or 
dismounts.  Lack  of  foot  guard  rails  could 
cause  the  patient's  feet  to  become  entangled 
and  thus  cause  injury. 

Proposed  Classification 

The  Commissioner  agrees  with  the 
Panel  recommendation  and  is  proposing 
that  motorized  three-wheeled  vehicles 
be  classified  into  class  II  (performance 
standards).  The  Commissioner  believes 
that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard 


would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  The  Commissioner  also  believes 
there  is  sufficient  information  to 
establish  a  performance  standard  for 
this  device. 

References 

The  following  information  has  been 
placed  in  the  office  of  the  Hearing  Clerk 
(address  above)  and  may  be  seen  by 
interested  persons,  from  9  a.m.  to  4  p.m., 
Monday  through  Friday. 

1.  Staros,  A.  and  E.  Peizer,  "VA  Prosthetics 
Center  Research  Report,"  Bulletin  of 
Prosthetics  Research,  10-23:230-235,  Spring 
1975. 

2.  Lipskin,  R.,  "Trends  in  Nonlicensed 
Mobility  Aids,"  Bulletin  of  Prosthetics 
Research.  10-22:41-52,  Fall  1974. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  proposes  to  amend  Part 
890  in  Subpart  D  by  adding  new 
§  890.3800,  to  read  as  follows: 

§  890.3800  Motorized  three-wheeled 
vehicle. 

(a)  Identification,  a  motorized  three- 
wheeled  vehicle  is  a  gasoline-fueled  or 
battery-powered  device  that  is  used  for 
outside  transportation  by  disabled 
persons. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  29, 1979,  submit  to  the  Hearing 
Clerk  {HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  14, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  f fairs. 

(FR  Doc.  79-26296  Filed  8-22-79;  8:45  am) 

BILLING  CODE  4110-03-M 


(21  CFR  Part  890] 

[Docket  No.  78N-1219] 

Medical  Devices;  Classification  of 
Mechanical  Walkers 

AGENCY:  Food  and  Drug  Administration. 


action:  Proposed  rule. _ ’ 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  mechanical  walkers  into 
class  I  (general  controls).  The  FDA  is 
also  publishing  the  recommendation  of 
the  Physical  Medicine  Device 
Classification  Panel  that  the  device  be 
classified  into  class  I.  The  effect  of 
classifying  a  device  into  class  I  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These  / 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  29, 1979. 
The  Commissioner  of  Food  and  Drugs 
proposes  that  the  final  regulation  based 
on  this  proposal  become  effective  30 
days  after  the  date  of  its  publication  in 
the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administion,  Rm.  4-65, 
5600  Fishers  Lane,  Rockville,  MD  20857. 
FOR  FURTHER  INFORMATION  CONTACT: 
Johnsie  W.  Bailey,  bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health. 
Education,  and  Welfare,  8757  Georgia 
Ave„  Silver  Spring.  MD  20910,  301-427- 
7238. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  mechanical  walkers: 

1.  Identification:  A  mechanical  walker  is  a 
four-legged  device  used  to  provide  moderate 
weight  support  while  walking  by  means  of  a 
metal  frame.  It  is  used  by  disabled  persons 
who  lack  strength,  good  balance,  or 
endurance. 

2.  Recommended  classification:  Class  I 
(general  controls).  The  Panel  recommends 
that  there  be  no  exemptions. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
a  mechanical  walker  be  classified  into  class  I 
because  this  is  a  simple  device  that  presents 
no  undue  risks  to  health  when  used  in  a 
normal  manner  and  for  the  purpose 
recommended.  The  Panel  believes  that 
general  controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  member's 
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personal  knowledge  of,  and  familiarity  with, 
this  device. 

5.  Risks  to  health:  None  identified. 
Proposed  Classiftcation 

The  Commissioner  agrees  with  the 
Panel  recommendation  and  is  proposing 
that  mechanical  walkers  be  classified 
into  class  1  (general  controls),  with  no 
exemptions.  The  Commissioner  believes 
that  general  controls  are  sufficient  to 
provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  device. 

Therefore.^under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  proposes  to  amend  Part 
890  in  Subpart  D  by  adding  new 
§  890.3825,  to  read  as  follows: 

§  890.3825  Mechanical  walker. 

(a)  Identification.  A  mechanical 
walker  is  a  four-legged  device  used  to 
provide  moderate  weight  support  while 
walking  by  means  of  a  metal  frame.  It  is 
used  by  disabled  persons  who  lack 
strength,  good  balance,  or  endurance. 

(b)  Classification.  Class  I  (general 
controls). 

Interested  persons  may,  on  or  before 
October  29, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  14, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

|FR  Doc.  7S-26297  Filed  8-27-79;  8:45  am] 
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[21  CFR  Part  890] 

[Docket  No.  78N-1220] 

Medical  Devices;  Classification  of 
Mechanical  Wheelchairs 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  mechanical  wheelchairs  into 
class  1  (general  controls).  The  FDA  is 
also  publishing  the  recommendation  of 


the  Physical  Medicine  Device 
Classification  Panel  that  the  device  be 
classified  into  class  I.  The  effect  of 
classifying  a  device  into  class  I  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  29, 1979. 
The  Commissioner  of  Food  and  Drugs 
proposes  that  the  final  regulation  based 
on  this  proposal  become  effective  30 
days  after  the  date  of  its  publication  in 
the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7238. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  mechanical 
wheelchairs: 

1.  Identification:  A  mechanical  wheelchair 
is  a  manually  operated  device  with  wheels 
used  to  provide  mobility  to  persons  restricted 
to  a  sitting  position. 

2.  Recommended  classification:  Class  I 
(general  controls).  The  Panel  recommends 
that  there  be  no  exemptions. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
a  mechanical  wheelchair  be  classified  into 
class  I  because  this  device  presents  no  undue 
risks  to  health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended.  The  Panel 
believes  that  general  controls  are  sufficient  to 
assure  the  safety  and  effectiveness  of  the 
device. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members’ 
personal  knowle'dge  of,  and  familiarity  with, 
this  device. 

5.  Risks  to  health:  None  identified. 
Proposed  Classification 

The  Commissioner  agrees  with  the 
Panel  recommendation  and  is  proposing 
that  mechanical  wheelchairs  be 
classified  into  class  I  (general  controls) 


with  no  exemptions.  The  Commissioner 
believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  proposes  to  amend  Part 
890  in  Subpart  D  by  adding  new 
§  890.3850,  to  read  as  follows: 

§  890.3850  Mechanical  wheelchair. 

(a)  Identification.  A  mechanical 
wheelchair  is  a  manually  operated 
device  with  wheels  used  to  provide 
mobility  to  persons  restricted  to  a  sitting 
position. 

(b)  Classification.  Class  I  (general 
controls). 

Interested  persons  may,  on  or  before 
October  29, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  14, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

(FR  Doc.  79-26298  Filed  8-27-79;  8:45  am] 

BILLING  CODE  4110-03-M 


[21  CFR  Part  890] 

[Docket  No.  78N-12211 

Medical  Devices;  Classification  of 
Powered  Wheelchairs 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  powered  wheelchairs  into 
class  II  (performance  standards).  The 
FDA  is  also  publishing  the 
recommendation  of  the  Physical 
Medicine  Device  Classification  Panel 
that  the  device  be  classified  into  class  II. 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
After  considering  public  comments.  FDA 
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will  issue  a  final  regulation  classifying 
the  device.  These  actions  are  being 
taken  under  the  Medical  Device 
Amendments  of  1976. 
dates:  Comments  by  October  29, 1979. 
The  Commissioner  of  Food  and  Drugs 
proposes  that  the  final  regulation  based 
on  this  proposal  become  effective  30 
days  after  the  date  of  its  publication  in 
the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7238. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicipe  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  powered  wheelchairs: 

1.  Identification:  A  powered  wheelchair  is  a 
battery-operated  device  with  wheels  used  to 
provide  mobility  to  persons  restricted  to  a 
sitting  position. 

2.  Recommended  classification:  Class  11 
(performance  standards).  The  Panel 
recommends  that  establishing  a  performance 
standard  for  this  device  be  a  high  priority. 

3.  Summary  of  reasons  for 
recommendation;  The  Panel  recommends  that 
a  powered  wheelchair  be  classified  into  class 
II  because  this  device  is  widely  used  by 
handicapped  persons  in  numerous  public 
places,  both  indoors  and  outdoors.  The  Panel 
believes  that  if  the  device  should 
malfunction,  serious  harm  to  the  patient  or 
public  could  result.  The  Panel  believes  that 
the  structural  strength  of  the  device  must  be 
controlled  to  prevent  the  wheelchair  from 
collapsing.  The  Panel  also  believes  that  the 
control  mechanism  and  power  system  should 
be  controlled  to  prevent  malfunction  and  a 
loss  of  control  of  the  device  and  injury  to  the 
patient  or  public.  The  Panel  believes  that 
general  controls  would  not  provide  sufficient 
control  over  these  characteristics.  The  Panel 
believes  that  a  performance  standard  would 
provide  reasonable  assurance  of  the  safety 
and  effectiveness  of  the  device  and  that  there 
is  sufficient  information  to  establish  a 
standard  to  provide  such  assurance. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  potential  hazards 
associated  with  this  device  and  on  the  Panel 
members'  personal  knowledge  of,  and 
familiarity  with,  the  device  and  a  review  of 
the  pertinent  literature  (Refs.  1  and  2). 


5.  Risks  to  health:  Bodily  injury:  Defective 
controls,  battery  malfunction,  poor  structural 
materials,  or  use  of  the  device  on  inclined 
surfaces  could  result  in  bodily  injury. 

Proposed  Classification 

The  Commissioner  agrees  with  the 
Panel  recommendation  and  is  proposing 
that  powered  wheelchairs  be  classified 
into  class  II  (performance  standards). 

The  relevant  literature  on  powered 
wheelchairs  has  been  reviewed  (Refs.  1 
and  2).  There  is  a  limited  amount  of 
literature  generated  by  the  Veterans 
Administration  (VA)  program  evaluating 
nonlicensed  mobility  aids.  The 
parameters  for  a  standard  to  control  the 
hazards  associated  with  the  use  of  this 
device  have  been  evaluated  at  the  VA 
Prosthetic  Center  in  New  York.  The 
Commissioner  believes  that  a 
performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device.  A 
performance  standard  would  provide 
reaspnable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The 
Commissioner  also  believes  that  there  is 
sufficient  information  to  establish  a 
standard  for  this  device. 

References 

The  following  information  has  been  placed 
in  the  office  of  Hearing  Clerk  (address  above] 
and  may  be  seen  by  interested  persons,  from 
9  a.m.  to  4  p.m.,  Monday  through  Friday. 

1.  Lipskin,  R.,  "VAPC  Program  for  Electric 
Wheelchairs  and  Other  Nonlicensed  Mobility 
Aids,”  Bulletin  of  Prosthetics  Research,  10- 
22:326-336,  Fall  1974. 

2.  Lipskin,  R..  “Trends  in  Nonlicensed 
Mobility  Aids,”  Bulletin  of  Prosthetics 
Research.  10-22:41-52,  Fall  1974. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs,  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  proposes  to  amend  Part 
890  in  Subpart  B  by  adding  new 
§  890.3860,  to  read  as  follows: 

§  890.3860  Powered  wheelchair. 

(a)  Identification.  A  powered 
wheelchair  is  a  battery-operated  device 
with  wheels  used  to  provide  mobility  to 
persons  restricted  to  a  sitting  position. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  29. 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  w'ith  the  Hearing 


Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  14, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  7»-36:!90  Filed  S-Z7-79;  6:45  am] 

BILLINQ  CODE  4110-0S-U 


[21  CFR  Part  890] 

[Docket  No.  78N-1222] 

Medical  Devices;  Classification  of 
Special  Grade  Wheelchairs 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  special  grade  wheelchairs 
into  class  II  (performance  standards).. 
The  FDA  is  also  publishing  the 
recommendation  of  the  Physical 
Medicine  Device  Classification  Panel 
that  the  device  be  classified  into  class  II. 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
After  considering  public  comments,  FDA 
will  issue  a  final  regulation  classifying 
the  device.  These  actions  are  being 
taken  under  the  Medical  Device 
Admendments  of  1976. 

DATES:  Comments  by  October  29, 1979. 
The  Commissioner  of  Food  and  Drugs 
proposes  that  the  final  regulation  based 
on  this  proposal  become  effective  30 
days  after  the  date  of  its  publication  ih 
the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W,  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7238 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  an  FDA  advisory 
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committee,  made  the  folowing 
recommendation  regarding  the  “ 
classification  of  special  grade 
wheelchair: 

1.  Identification:  A  special  grade 
wheelchair  is  a  device  with  wheels  that 
provides  mobility  for  those  persons  restricted 
to  a  sitting  position  and  that  is  designed  for 
long  term  use  to  be  used  in  ail  environments 
(e.g.,  for  paraplegics,  quadraplegics,  and 
amputees). 

2.  Recomended  classification:  Class  II 
(performance  standards).  The  Panel 
recommends  that  establishing  a  performance 
standard  for  this  device  be  a  high  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
a  special  grade  wheelchair  be  classified  into 
class  II  because  the  Panel  believes  that  the 
design  and  structural  strength  of  the  device 
must  be  controlled  to  asure  that  there  are 
adequate  safety  features  to  prevent  the 
wheelchair  from  tipping  over  or  collapsing, 
thus  causing  injury  to  the  patient.  The  Panel 
believes  that  general  controls  would  not 
provide  sufficient  control  over  these 
characteristics.  The  Panel  believes  that  a 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device  and  that  there  is 
sufficient  information  to  establish  a  standard 
to  provide  such  assurance. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  potential  hazards 
associated  with  this  device  and  on  the  Panel 
members'  personal  knowledge  of,  and  clinical 
experience  with,  the  device. 

5.  Risks  to  health:  Bodily  injury:  Poor 
structural  materials,  mechanical  breakdown, 
or  instability  of  the  device  could  result  in 
bodily  injury  to  the  patient. 

Proposed  Classirication 

The  Commissioner  agrees  with  the 
Panel  recommendation  and  is  proposing 
that  special  grade  wheelchairs  be 
classified  into  class  II  (performance 
standards].  The  Commissioner  believes 
that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  The  Commissioner  also  believes 
that  there  is  sufficient  information  to 
establish  a  standard  for  this  device. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),.  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  proposes  to  amend  Part 
890  in  Subpart  D  by  adding  new 
§  890.3880,  to  read  as  follows: 

§  890.3880  Special  grade  wheelchair. 

(a)  Identification.  A  special  grade 
wheelchair  is  a  device  with  wheels  that 
provides  mobility  for  those  persons 


restricted  to  a  sitting  position  and  is 
designed  to  be  used  in  all  environments 
for  long  term  uses  (e.g.,  for  paraplegics, 
quadraplegics,  and  amputees). 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  29, 1979  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  14, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  79-26300  Filed  8-27-79;  8:45  am] 

BILUNG  CODE  4110-03-M 


[21  CFR  Part  890] 

[Docket  No.  78N-1223] 

Medical  Devices;  Classification  of 
Stair-Climbing  Wheelchairs 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  stair-climbing  wheelchairs 
into  class  III  (premarket  approval).  The 
FDA  is  also  publishing  the 
recommendation  of  the  Physical 
Medicine  Device  Classification  Panel 
that  the  device  be  classified  into  class 
III.  The  effect  of  classifying  a  device  into 
class  III  is  to  provide  for  each 
manufacturer  of  the  device  to  submit  to 
FDA  a  premarket  approval  application 
at  a  date  to  be  set  in  a  future  regulation. 
Each  application  includes  information ' 
concerning  safety  and  effectiveness 
tests  of  the  device.  After  considering 
public  comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  29, 1979, 
The  Commissioner  of  Food  and  Drugs 
proposes  that  the  final  regulation  based 
on  this  proposal  become  effective  30 
days  after  date  of  publication  in  the 
Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 


65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7238. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  stair-climbing 
wheelchairs: 

1.  Identification:  A  stair-climbing 
wheelchair  is  a  mobility  assist  device  used 
by  a  disabled  person  to  climb  stairs  in  a 
sitting  position.  The  device  functions  by 
means  of  two  endless  belt  tracks  that  are 
lowered  from  under  the  chair  and  adjusted  to 
the  angle  of  the  stairs. 

2.  Recommended  classification:  Class  111 
(premarket  approval).  The  Panel  recommends 
that  premarket  approval  of  this  device  be  a 
high  priority  because  of  the  large  number  of 
potential  users  and  the  risk  to  health 
involved. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
stair-climbing  wheelchairs  be  classified  into 
class  III  because  the  Panel  believes  that 
satisfactory  performance  of  this  device  has 
not  been  demonstrated  and,  therefore,  that  it 
is  not  possible  to  establish  an  adequate 
performance  standard  for  the  device.  The 
design  of  the  device  is  experimental  and  data 
to  support  its  safe  and  effective  use  are  not 
available.  Therefore,  the  device  should  be 
subject  to  premarket  approval  to  assure  that 
manufacturers  demonstrate  satisfactory 
performance  of  the  device  and  thus  assure  its 
safety  and  effectiveness. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  potential  hazards 
associated  with  the  device  and  on  the  Panel 
members’  familiarity  with  stair-climbing 
wheelchairs  and  the  lack  of  sufficient  data  to 
support  the  safety  and  effectiveness  of  the 
device.  Seybold’s  article  (Ref.  1],  describes 
the  device  and  its  use  and  states  that  a  need 
for  further  development,  testing,  and 
evaluation  of  the  stair-climbing  wheelchair  is 
necessary. 

5.  Risks  to  health:  Bodily  injury:  If  the 
device  fails  the  disabled  patient  could  fall 
and  be  seriously  or  fatally  injured. 

Proposed  Classification 

The  Commissioner  agrees  with  the 
Panel  recommendation  and  is  proposing 
that  stair-climbing  wheelchairs  be 
classified  into  class  III  (premarket 
approval).  The  Commissioner  believes 
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that  premarket  approval  is  necessary  for 
the  device  because  general  controls  and 
performance  standards  are  insufficient 
to  control  the  risk  to  health  described 
above  and  thus  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The 
Commissioner  believes  the  device 
presents  a  potential  unreasonable  risk  of 
injury  because  satisfactory  performance 
has  not  been  demonstrated.  The 
Commissioner  also  believes  that  there  is 
not  sufficient  information  to  establish  a 
performance  standard  for  this  device. 

Reference 

1.  Seybold,  James  E.,  “Staircat  Awarded 
R&D  Funds  by  PVA,"  Paraplegia  News,  p.  40, 
September  1976. 

The  following  information  has  been  placed 
in  the  office  of  the  Hearing  Clerk  (address 
above)  and  may  be  seen  by  interested 
persons,  from  9  a.m.  to  4  p  jn.,  Monday 
through  Friday. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat  540-546  (21 
U.S.C,  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  proposes  to  amend  Part 
890  in  Subpart  D  by  adding  new 
§  890.3890,  to  read  as  follows: 

§  890.3890  Stair-climbing  wheelchair. 

(a)  Identification.  A  stair-climbing 
wheelchair  is  a  mobility  assist  device 
used  by  a  disabled  person  to  climb 
stairs  in  a  sitting  position.  The  device 
functions  by  means  of  two  endless  belt 
tracks  that  are  lowered  from  under  the 
chair  and  adjusted  to  the  angle  of  the 
stairs. 

(b)  Classification.  Class  III  (premarket 
approval). 

Interested  persons  may,  on  or  before 
October  29, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  foimd  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  14. 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

|FR  Doc.  79-28301  Filed  8-27-79;  &45  am] 

BILUNG  CODE  4110-03-M 


[21  CFR  Part  890] 

[Docket  No.  78N-1224] 

Medical  Devices;  Classification  of 
Standup  Wheelchairs 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. _ 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  standup  wheelchairs  (that 
assist  a  person  to  stand)  into  class  II 
(performance  standards).  The  FDA  is 
also  publishing  the  recommendation  of 
the  Physical  Medicine  Device 
Classification  Panel  that  the  device  be 
classified  into  class  II.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  29, 1979. 
The  Commissioner  of  Food  and  Drugs 
proposes  that  the  final  regulation  based 
on  this  proposal  become  effective  30 
days  after  the  date  of  its  publication  in 
the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7238. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  standup  wheelchairs: 

1.  Identification:  A  standup  wheelchair  is  a 
wheeled  mobility-assist  device  that  also 
operates  as  an  external  manually  controlled 
mechanical  system  that  enables  a  paraplegic 
to  stand  by  meansiof  an  elevating  seat 

2.  Recommended  classification:  Class  II 
(performance  standards).  The  Panel 
recommends  that  establishing  a  performance 
standard  for  this  device  be  a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 


a  standup  wheelchair  be  classified  into  class 
II  because  the  Panel  believes  that  the  design 
and  materials  of  the  device  must  be 
controlled  to  assure  that  there  are  adequate 
mechanical  safety  features  to  prevent  the 
patient  from  falling  while  arising  to  the 
standing  position  or  while  in  the  standing 
position.  The  Panel  believes  that  general 
controls  would  not  provide  sufficient  control 
over  these  over  these  characteristics.  The 
Panel  believes  that  a  performance  standard 
would  provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  device  and 
that  there  is  sufficient  information  to 
establish  a  standard  to  provide  such 
assurance. 

4.  Sununary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  potential  hazards 
associated  with  this  device,  on  the  Panel 
members’  personal  knowledge  of,  and 
familiarity  with,  the  device  and  on  a  review 
of  the  pertinent  literature  (Refs.  1  and  2]. 
Staros  and  Peizer  (Ref.  1)  have  identified  the 
following  benefits  that  standup  wheelchairs 
offer:  (1)  Achieving  the  upright  position  early 
in  treatment,  (2)  prevention  of  contractures 
(muscle  shortening)  and  pressure  sores,  and 
(3)  possible  improvements  in  circulation, 
urinary  drainage,  respiration,  and  other  vital 
functions. 

5.  Risks  to  health:  Bodily  injury;  Poor 
structural  materials  or  instability  of  the 
device  may  cause  the  patient  to  fail,  resulting 
in  bodily  injury. 

Proposed  Classification 

The  Commissioner  agrees  with  the 
Panel  recommendation  and  is  proposing 
that  standup  wheelchairs  be  classified 
into  class  II  (performance  standards). 
The  Commissioner  believes  that  a  • 
performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  cuid 
effectiveness  of  the  device.  The 
Commissioner  also  believes  that  there  is 
sufficient  information  to  establish  a 
standard  for  this  device. 

References 

The  following  information  has  been  placed 
in  the  office  of  the  Hearing  Clerk  (address 
above)  and  may  be  seen  by  interested 
persons,  from  9  a.m.  to  4  p.m.,  Monday 
through  Friday. 

1.  Staros,  A.  and  E.  Peizer,  “Veterans 
Administration  Prosthetics  Center  Research 
Report,”  Bulletin  of  Prosthetics  Research,  10- 
24:185-188.  Fall  1975. 

2.  Lipskin,  R.,  “Trends  in  Nonlicensed 
Mobility  Aids,"  Bulletin  of  Prosthetics 
Research,  10-22:41-52,  Fall  1974. 

Therefore,  under  the  Federal  Food.  Drug, 
and  Cosmetic  Act  (secs.  513,  701(a),  52  Stat. 
1055.  90  Stat.  540-546  (21  U.S.C.  360c,  371(a))) 
and  under  authority  delegated  to  him  (21  CITl 
5.1),  the  Commissioner  proposes  to  amend 
Part  890  in  Subpart  D  by  adding  new 
§  890.3900,  to  read  as  follows: 
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§  890.3900  Standup  wheelchair. 

(a)  Identification.  A  standup 
wheelchair  is  a  wheeled  mobility-assist 
device  that  also  operates  as  an  external 
manually  controlled  mechanical  system 
that  enables  a  paraplegic  to  stand  by 
means  of  an  elevating  seat. 

(b)  Classification.  Class  U 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  29, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305).  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  14. 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

[FR  Doc.  79-28302  Filed  8-27-79;  8:45  amj 

BILUNG  CODE  411(M)3-M 


[21  CFR  Part  890] 

[Docket  No.  78N-1225] 

Medical  Devices;  Classification  of 
Wheelchair  Accessories 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  wheelchair  accessories  into 
class  I  (general  controls).  The  FDA  is 
also  publishing  the  recommendation  of 
the  Physical  Medicine  Device 
Classihcation  Panel  that  the  devices  be 
classified  into  class  I.  The  effect  of 
classifying  the  devices  into  class  I  is  to 
require  that  the  devices  meet  only  the 
general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  devices.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  29, 1979. 
The  Commissioner  of  Food  and  Drugs 
proposes  that  the  final  regulation  based 
on  this  proposal  become  effective  30 
days  after  the  date  of  its  publication  in 
the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  i- 


65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7238. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  wheelchair  accessories: 

1.  Identification;  A  wheelchair  accessory  is 
a  device  that  is  sold  separately  from  the 
wheelchair  and  is  used  for  the  specific  needs 
of  a  patient  who  uses  a  wheelchair.  Examples 
of  wheelchair  accessories  are  the  following: 
armboard,  lapboard,  pusher  cuff,  crutch  and 
cane  holder,  restraint,  overhead  suspension 
sling,  head  and  trunk  support,  blanket  and  leg 
rest  strap. 

2.  Recommended  classification:  Class  I 
(general  controls).  The  Panel  recommends 
that  wheelchair  accessories  be  exempt  from 
registration,  device  listing,  and  premarket 
notification  regulations  under  section  510  of 
the  Federal  Food,  Drug,  and  Cosmetic  Act  (21 
U.S.C.  360),  records  and  reports  under  section 
519  of  the  act  (21  U.S.C.  360i),  and  good 
manufacturing  practice  regulations  under 
section  520(f)  of  the  act  (21  U.S.C.  (360j(f))). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
wheelchair  accessories  be  classified  into 
class  I  and  that  manufacturers  of  these 
devices  should  not  be  required  to  comply 
with  registration,  device  listing,  premarket 
notification,  records  and  reports,  or  good 
manufacturing  practice  regulations  because 
they  are  simple  devices  that  pose  no  undue 
risks  to  health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended.  The  Panel 
believes  that  general  controls  are  sufficient  to 
assure  the  safety  and  effectiveness  of  the 
devices. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members’ 
personal  knowledge  of,  and  familiarity  with, 
these  devices. 

5.  Risks  to  health;  None  identified. 
Proposed  Classification 

The  Commissioner  agrees  with  the 
Panel  recommendation  and  is  proposing 
that  wheelchair  accessories  be 
classified  into  class  I  (general  controls). 
The  Commissioner  believes  that  general 
controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  devices.  In  response 
to  the  Panel's  recommendation  that 
manufacturers  of  a  wheelchair 


accessory  be  exempt  from  section  510  of 
the  act,  FDA  is  proposing  that  these 
manufacturers  be  subject  to  registration 
and  device  listing  under  section  510  (a) 
through  (j)  of  the  act,  but  exempt  from 
premarket  notification  under  section 
510(k]  of  the  act  and  Subpart  E  of  Part 
807  of  the  regulations.  Under  section 
510(g)(4]  of  the  act,  the  agency  may 
exempt  a  manufacturer  from  section  510 
only  if  it  finds  that  compliance  with  this 
section  is  not  necessary  for  the 
protection  of  the  public  health.  In  the 
case  of  registration  and  listing  by 
manufacturers  of  a  wheelchair 
accessory,  the  agency  cannot  make  the 
required  finding.  To  protect  the  public 
health,  the  agency  needs  to  be  able  to 
identify  the  ^ms  manufacturing  this 
device  and  to  conduct  necessary 
inspections.  The  agency  has  determined, 
however,  that  it  is  not  necessary  for  the 
protection  of  the  public  health  that  FDA 
receive  premarket  notification 
submissions  concerning  a  wheelchair 
accessory.  The  agency  does  not,  at  this 
time,  anticipate  that  premarket  approval 
will  be  required  for  this  device.  The 
agency  believes  that  the  semiannual 
updating  of  device  listing  under  section 
510(j)(2)  will  provide  FDA  with  adequate 
notice  concerning  new  products  within 
this  generic  type  of  device. 

FDA  disagrees  with  the  Panel’s 
recommendation  that  manufacturers  of  a 
wheelchair  accessory  be  exempt  from 
records  and  reports  regulations  under 
section  519  of  the  act.  The  records  and 
reports  requirements  in  several  of  FDA’s 
present  device  regulations  are 
authorized,  wholly  or  in  part,  by  section 
519.  The  most  extensive  of  these 
requirements  are  found  in  the  device 
good  manufacturing  practice  (GMP) 
regulation,  published  in  the  Federal 
Register  of  July  21, 1978  (43  FR  31508).  In 
the  future,  FDA  will  publish  other 
regulations  under  section  519,  including 
regulations  requiring  reports  to  FDA  of 
experience  with  medical  devices.  Until 
these  regulations  are  issued,  FDA 
believes  that  it  cannot  properly  issue 
exemptions  from  them.  In  the  future, 
whenever  the  agency  proposes  device 
regulations  that  include  records  and 
reports  requirements,  interested  persons 
may  submit  comments  requesting  that 
certain  classes  of  manufactiurers  or 
other  persons  be  exempt  from  the 
requirements,  and  FDA  will  issue 
exemptions  that  are  appropriate.  The 
only  type  of  exemption  from  records  and 
reports  requirements  that  FDA  is 
proposing  now,  in  device  classification 
regulations,  is  an  exemption  of  certain 
manufacturers  from  requirements  of  the 
device  GMP  regulation.  The  exemption 
will  not  extend  to  two  device  GMP 
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requirements,  I  820.180  (21  CFR  820.180), 
with  respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of  a 
wheelchair  accessory  be  exempt  from 
the  device  GMP  regulation  imder  section 
520(f)  of  the  act,  FDA  is  proposing  that  a 
manufacturer  of  this  device  be  exempt, 
in  the  manufacture  of  the  device,  from 
all  requirements  in  the  GMP  regulation 
except  §  820.180,  with  respect  to  general 
requirements  concerning  records,  and 
§  820.198,  with  respect  to  complaint 
files.  Based  on  available  information 
about  current  practices  used  in  the 
manufacture  of  the  device  and  user 
experience  with  the  device,  the  agency 
has  determined  that  application  of  the 
GMP  regulation,  other  Aan  §  §  820.180 
and  820.198,  is  unlikely  to  improve  the 
safety  and  effectiveness  of  the  device. 
The  agency  believes,  however,  that 
manufacturers  of  a  wheelchair 
accessory  must  still  be  required  to 
comply  with  the  complaint  file 
requirements  of  §  820.198  to  ensure  that 
these  manufacturers  have  adequate 
systems  for  complaint  investigation  and 
followup.  The  agency  also  believes  that 
manufacturers  of  a  wheelchair 
accessory  must  still  be  required  to 
comply  with  the  general  requirements 
concerning  records  in  §  820.180  to 
ensure  that  FDA  has  access  to 
complaint  files,  can  investigate  device- 
related  injury  reports  and  complaints 
about  product  defects,  may  determine 
whether  the  manufacturer’s  corrective 
actions  are  adequate,  and  may 
determine  whether  the  exemption  from 
other  sections  of  the  GMP  regulation  is 
still  appropriate. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  proposes  to  amend  Part 
890  in  Subpart  D  by  adding  new 
§  890.3910,  to  read  as  follows: 

§  890.39 1 0  Wheelchair  accessory. 

(a)  Identification.  A  wheelchair 
accessory  is  a  device  that  is  sold 
separately  from  the  wheelchair  and  is 
used  for  the  specific  needs  of  a  patient 
who  uses  a  wheelchair.  Examples  of 
wheelchair  accessories  are  the 
following:  armboard,  lapboard,  pusher 
cuff,  crutch  and  cane  holder,  restraint, 
overhead  suspension  sling,  head  and 
trunk  support,  blanket  and  leg  rest  strap. 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
premarket  notification  procedures  in 
Subpart  E  of  Part  807  of  this  chapter. 


The  device  also  is  exempt  from  the  good 
manufacturing  practice  regulation  in 
Part  820  of  this  chapter,  with  the 
exception  of  §  820.180,  with  respect  to 
general  requirements  concerning 
records,  and  §  820.198,  with  respect  to 
complaint  files. 

Interested  persons  may,  on  or  before 
October  29, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  14, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  79-26303  Filed  6-27-79;  8:45  am] 

BILUNQ  CODE  4110-03-M 


[21  CFR  Part  890] 

[Docket  No.  78N-1226] 

Medical  Devices;  Classification  of 
Wheelchair  Components 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  wheelchair  components  into 
class  I  (general  controls).  The  FDA  is 
also  publishing  the  recommendation  of 
the  Physical  Medicine  Device 
Classifrcation  Panel  that  the  device  be 
classified  into  class  I.  The  effect  of 
classifying  a  device  into  class  I  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  frnal 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Admendments  of  1976. 
DATES:  Comments  by  October  29, 1979. 
The  Commissioner  of  Food  and  Drugs 
proposes  that  the  final  regulation  based 
on  this  proposal  become  effective  30 
days  after  the  date  of  its  publication  in 
the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 


fOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7238 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classifrcation  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classifrcation  of  special  grade 
wheelchair  components: 

1.  Indentification:  A  wheelchair  component 
is  a  device  that  is  generally  sold  as  an 
integral  part  of  a  wheelchair,  but  may  also  be 
sold  separately  as  a  replacement  part. 
Examples  of  wheelchair  components  are  the 
following:  armrest,  narrowing  attachment, 
belt,  extension  brake,  ciub  climber,  cushion, 
antitip  device,  footrest,  handrim,  hill  holder, 
leg  rest,  heel  loops,  and  toe  loops. 

2.  Recomended  classification:  Class  1 
(general  controls).  The  Panel  recommends 
that  there  be  no  exemptions. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
wheelchair  components  be  classified  into 
class  I  because  they  are  simple  devices  that 
present  no  undue  risks  to  health  when  used 
in  a  normal  manner  and  for  the  purpose 
recommended.  The  Panel  believes  that 
general  controls  are  sufficient  to  assure  the 
safety  and  effectiveness  of  the  devices. 

4.  Summary  of  data  of  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members' 
personal  knowledge  of,  and  familiarity  with, 
these  devices. 

5.  Risks  to  health:  None  identified. 
Proposed  Classifrcation 

The  Commissioner  agrees  with  the 
Panel  recommendation  and  is  proposing 
that  wheelchairs  components  be 
classified  into  class  1  (general  controls), 
with  no  exemptions.  The  Commissioner 
believes  that  a  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  these  devices. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  proposes  to  amend  Part 
890  in  Subpart  D  by  adding  new 
§  890.3920,  to  read  as  follows: 

§  890.3920  Wheelchair  component 

(a)  Identification.  A  wheelchairm 
component  is  a  device  that  is  generally 
sold  as  an  integral  part  of  a  wheelchair. 
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but  may  also  be  sold  separately  as  a 
replacement  part.  Examples  of 
wheelchair  components  are  the 
following:  Armrest,  narrowing 
attachment,  belt,  extension  brake,  curb 
climber,  cushion,  antitip  device,  footrest, 
handrim,  hill  holder,  leg  rest,  heel  loops, 
and  toe  loops. 

(b]  Classification,  Class  I  (general 
controls). 

Interested  persons  may  on  or  before 
October  29, 1979,  submit  to  the  Hearing 
Clerk  (HFA-30.5),  Food  and  Drug 
Administration,  Rm,  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  Written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Frday. 

Dated:  August  14, 1979.  ' 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

iFR  Doc.  79-26304  Filed  8-27-79;  8:45  am] 

BILLING  CODE  4110-03-M 


121  CFR  Part  890] 

[Docket  No.  78N-1227] 

Medical  Devices;  Classification  of 
Wheelchair  Elevators 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  wheelchair  elevators  into 
class  II  (performance  standards).  The 
FDA  is  also  publishing  the 
recommendation  of  the  Physical 
Medicine  Device  Classification  Panel 
that  the  device  be  classified  into  class  II. 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
After  considering  public  comments,  FDA 
will  issue  a  final  regulation  classifying 
the  device.  These  actions  are  being 
taken  under  the  Medical  Device 
Amendments  of  1976. 

DATES:  Comments  by  October  29, 1979. 
The  Commissioner  of  Food  and  Drugs 
proposes  that  the  final  regulation  based 
on  this  proposal  become  effective  30 
days  after  the  date  of  its  publication  in 
the  Federal  Register. 


ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACr. 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7238. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concetning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  wheelchair  elevators: 

1.  Identification;  A  wheelchair  elevator  is  a 
motorized  lifting  device  used  by  a  disabled 
person  to  move  a  wheelchair  from  one  level 
to  another. 

2.  Recommended  classification:  Class  11 
(performance  standards).  The  Panel 
recommends  that  establishing  a  performance 
standard  for  this  device  be  a  low  priority. 

3.  Summary  of  reasons  for 
recommendatipn:  The  Panel  recommends  that 
wheelchair  elevators  be  classified  into  class 
n  because  the  Panel  believes  that  the 
electrical  properties  of  the  device  must  be 
controlled  to  avoid  the  potential  hazard  of 
bodily  injury  and  strain  in  case  of  an 
electrical  malfunction.  The  Panel  believes 
that  general  controls  will  not  provide 
sufficient  control  over  this  characteristic.  The 
Panel  believes  that  a  performance  standard 
will  provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  device  and 
that  there  is  sufficient  information  to 
establish  a  standard  to  provide  such 
assurance. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  reconunendation  on  the  potential  hazards 
associated  with  this  device  and  on  the  Panel 
members’  personal  knowledge  of,  and 
familiarity  with,  the  device.  • 

5.  Risks  to  health;  Bodily  injury;  An 
electrical  malfunction  of  the  device  or 
insufficient  protection  by  the  guardrails  could 
result  in  strain  or  injury  to  the  patient. 

Proposed  Classification 

The  Commissioner  agrees  with  the 
Panel  recommendation  and  is  proposing 
that  wheelchair  elevators  be  classified 
into  class  II  (performance  standards). 
The  Commissioner  believes  thdt  a 
performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device.  A 
performance  standard  Vvill  provide 
reasonable  assurance  of  the  .safety  and 


effectiveness  of  the  device.  The 
Commissioner  also  believes  that  there  is 
sufficient  information  to  establish  a 
standard  for  this  device. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c.  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  proposes  to  amend  Part 
890.in  Subpart  D  by  adding  new 
§  890.3930,  to  read  as  follows: 

§  890.3930  Wheelchair  elevator. 

(a)  Identification.  A  wheelchair 
elevator  is  a  motorized  lift  device  used 
by  a  disabled  person  to  move  a 
wheelchair  from  one  level  to  another. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  29, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated;  August  14, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

[FR  Doc.  79-26305  Filed  8-27-79: 8:45  am] 
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[21  CFR  Part  890] 

[Docket  No.  7811-1228] 

Medical  Devices;  Classification  of 
Wheelchair  Platform  Scales 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  propposed  regulation 
classifying  wheelchair  platform  scales 
into  class  I  (general  controls).  The  FDA 
is  also  publishing  the  recommendation 
of  the  Physical  Medicine  Device 
Classification  Panel  that  the  device  be 
classified  into  class  II.  The  effect  of 
classifying  a  device  into  class  I  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
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After  considering  public  comments,  FDA 
will  issue  a  final  regulation  classifying 
the  device.  These  actions  are  being 
taken  under  the  Medical  Device 
Amendments  of  1976. 
dates:  Comments  by  October  29, 1979. 
The  Commissioner  of  Food  and  Drugs 
proposes  that  the  final  regulation  based 
on  this  proposal  become  effective  30 
days  after  the  date  of  its  publication  in 
the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7238. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  and  FDA  advisory 
committee,  made  the  following  . 
recommendation  regarding  the 
classification  of  wheelchair  platform 
scales: 

1.  Identification:  A  wheelchair  platform 
scale  is  a  device  with  a  base  designed  to 
accommodate  a  wheelchair  and  is  used  to 
weigh  a  person  who  is  confined  to  a 
wheelchair. 

2.  Recommended  classification:  Class  II 
(performance  standards).  The  Panel 
recommends  that  establishing  a  performance 
standard  for  this  device  be  a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
wheelchair  platform  scales  be  classified  into 
class  II  because  the  Panel  believes  that  the 
measurement  function  of  this  device  should 
be  controlled  to  lessen  the  likelihood  of 
misdiagnosis  due  to  inaccurate  measurement 
readings.  The  Panel  believes  that  general 
controls  would  not  provide  sufficient  control 
over  this  characteristic.  The  Panel  believes 
that  a  performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device  and  that  there  is 
sufficient  information  to  establish  a  standard 
to  provide  such  assurance. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members’ 
personal  knowledge  of,  and  familiarity  with, 
the  device  and  on  a  review  of  the  pertinent 
literature.  Madorsky  (Ref.  1)  states  that 
significant  inaccuracies  and  inefficiencies  in 
recording  weights  have  occurred  due  to  the 
varying  sizes  of  wheelchairs,  time  of  day,  and 
different  clothing  weights.  The 
inconsistencies  as  stated  in  the  literature  and 


the  possible  diagnostic  or  prognostic  use  of 
the  weight  measured  by  the  scale  demands 
accuracy  of  the  measurement  function  of  the 
device. 

5.  Risks  to  health:  Misdiagnosis:  Inaccurate 
information  may  result  if  the  measurement 
function  is  faulty. 

Proposed  Classification 

The  Commissioner  disagrees  with  the 
Panel  recommendation  that  wheelchair 
platform  scales  be  classified  into  class  II 
(performance  standards).  The 
Commissioner  believes  that  general 
controls  are  sufficient  to  require  that  the 
degree  of  accuracy  of  a  platform  scale 
be  described  in  labeling  accompanying 
the  device.  Section  502  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act  1(21  U.S.C. 
352)  requires  information  under 
authority  of  this  act  to  appear  on  the 
labeling  and  that  the  labeling  be 
prominently  placed  on  the  device. 
Therefore,  the  Commissioner  is 
proposing  that  wheelchair  platform 
scales  be  classified  into  class  I  (general 
controls)  with  no  exemptions.  The 
Commissioner  believes  that  general 
controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safey  and 
effectiveness  of  the  device. 

References 

The  following  information  has  been  placed 
in  the  office  of  the  Hearing  Clerk  (address 
above)  and  may  be  seen  by  interested 
persons,  from  9  a.m.  to  4  p.m.,  Monday 
through  Friday. 

1.  Madorsky,  A.,  "Weighing  of  Wheelchair- 
Bound  Patients,”  Archives  of  Physical 
Medicine  and  Rehabilitation,  57:594, 
December  1976. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  proposes  to  amend  Part 
890  in  Subpart  D  by  adding  new 
§  890.3940,  to  read  as  follows: 

§  890.3940  Wheelchair  platform  scale. 

(a)  Identification:  A  wheelchair 
platform  scale  is  a  device  with  a  base 
designed  to  accommodate  a  wheelchair 
and  is  used  to  weigh  a  person  who  is 
confined  to  a  wheelchair. 

(b)  Classification.  Class  I  (general 
controls). 

Interested  persons  may,  on  or  before 
October  29, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 


in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  14, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

[FR  Doc.  79-26306  Filed  8-27-79;  8:45  amj 
BILLING  CODE  4110-03-M 


[21  CFR  Part  890] 

[Docket  No.  78N-12291 

Medical  Devices;  Classification  of  Daily 
Activity  Assist  Devices 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  daily  activity  assist  devices 
into  class  I  (general  controls).  The  FDA 
is  also  publishing  the  recommendation 
of  the  Physical  Medicine  Device 
Classification  Panel  that  the  device  be 
classified  into  class  1.  The  effect  of 
classifying  a  device  into  class  I  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  29, 1979. 
The  Commissioner  of  Food  and  Drugs 
proposes  that  the  final  regulation  based 
on  this  proposal  become  effective  30 
days  after  the  date  of  its  publication  in 
the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7238. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides  ■ 
background  information  concerning  the 
^  development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
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classification  of  daily  activity  assist 
devices: 

1.  Identification;  Daily  activity  assist 
dev  ices  are  modified  adaptors  and  utensils 
(e.g.,  dressing,  grooming,  recreational  activity, 
transfer,  eating,  and  homemaking  aids)  that 
are  used  to  assist  a  patient  in  performing  a 
specific  function. 

2.  Recommended  classification:  Class  I 
(general  controls).  The  Panel  recommends 
that  daily  activity  assist  devices  be  exempt 
from  registration,  device  listing,  and 
premarket  notification  under  section  510  of 
the  Federal  Food,  Drug,  and  Cosmetic  Act  (21 
U.S.C  360),  records  and  reports  requirements 
under  section  519  of  the  act  (21  U.S.C.  360i), 
and  the  good  manufacturing  practice 
regulation  under  section  520(f)  of  the  act  (21 
U.S.C.  360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
daily  activity  assist  devices  be  classified  into 
class  I  and  that  manufacturers  of  these 
devices  not  be  required  to  comply  with 
registration,  device  listing,  premarket 
notification,  records  and  reports,  or  good 
manufacturing  practice  regulations,  because 
they  are  simple  devices  that  present  no  undue 
risks  to  health  when  used  in  a  normal  manner 
and  for  the  purpose  recommended.  The  Panel 
believes  that  general  controls  are  sufficient  to 
assure  the  safety  and  effectiveness  of  the 
devices. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members’ 
personal  knowledge  of,  and  familiarity  with, 
these  devices. 

5.  Risks  to  health:  None  identified. 
Proposed  Classification 

The  Commissioner  agrees  with  the 
Panel  recommendation  and  is  proposing 
that  daily  activity  assist  devices  be 
classified  into  class  1  (general  controls). 
The  Commissioner  believes  that  general 
controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  devices.  In  response 
to  the  Panel’s  recommendation  that 
manufacturers  of  daily  activity  assist 
devices  be  exempt  from  section  510  of 
the  act.  FDA  is  proposing  that  these 
manufacturers  be  subject  to  registration 
and  device  listing  under  section  510  (a) 
through  (j)  of  the  act,  but  exempt  from 
premarket  notification  under  section 
510(k)  of  the  act  and  Subpart  E  of  Part 
807  of  the  regulations.  Under  section 
510(g)(4)  of  the  act,  the  agency  may 
exempt  a  manufacturer  from  section  510 
only  if  it  finds  that  compliance  with  this 
section  is  not  necessary  for  the 
protection  of  the  pubiic  health.  In  the 
case  of  registration  and  listing  by 
manufacturers  of  daily  activity  assist 
devices,  the  agency  cannot  make  the 
required  finding.  To  protect  the  public 
health,  the  agency  needs  to  be  able  to 
identify  the  firms  manufacturing  these 
devices  and  to  conduct  necessary 
inspections.  The  agency  has  determined. 


however,  that  it  is  not  necessary  for  the 
protection  of  the  public  health  that  FDA 
receive  premarket  notification 
submissions  concerning  daily  activity 
assist'devices.  The  agency  does  not  at 
this  time  anticipate  that  premarket 
approval  will  be  required  for  these 
devices.  The  agency  believes  that  the 
semiannual  updating  of  device  listing 
under  section  510(j)(2)  will  provide  FDA 
with  adequate  notice  concerning  new 
products  within  this  generic  type  of 
device. 

FDA  disagrees  with  the  Panel's 
recommendation  that  manufacturers  of 
daily  activity  assist  devices  be  exempt 
from  records  and  reports  regulations 
under  section  519  of  the  act.  The 
Records  and  reports  requirements  in 
several  of  FDA’s  present  device 
regulations  are  authorized,  wholly  or  in 
part,  by  section  519.  The  most  extensive 
of  these  requirements  are  found  in  the 
device  good  manufacturing  practice 
(GMP)  regulation,  published  in  the 
Federal  Register  of  July  21, 1978  (43  FR 
31-508).  In  the  future,  FDA  will  publish 
other  regulations  under  section  519, 
including  regulations  requiring  reports  to 
FDA  of  experience  with  medical 
devices.  Until  these  regulations  are 
issued,  FDA  believes  that  it  cannot 
properly  issue  exemptions  from  them.  In 
the  future,  whenever  the  agency 
proposes  device  regulations  that  include 
records  and  reports  requirements, 
interested  persons  may  submit 
comments  requesting  that  certain 
classes  of  manufacturers  or  other 
persons  be  exempt  from  the 
requirements,  and  FDA  will  issue 
exemptions  that  are  appropriate.  The 
only  type  of  exemption  from  records  and 
reports  requirements  that  FDA  is 
proposing  now,  in  device  classification 
regulations,  is  an  exemption  of  certain 
manufacturers  from  requirments  of  the 
device  GMP  regulation.  The  exemption 
will  not  extend  to  two  device  GMP 
requirements,  §  820.180  (21  CFR  820.180), 
with  respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
daily  acitivity  assist  devices  be  exempt 
from  the  device  GMP  regulation  under 
section  520(f)  of  the  act,  FDA  is 
proposing  that  a  manufacturer  of  these 
devices  who  does  not  label  or  otherwise 
represent  them  as  sterile  be  exempt,  in 
the  manufacture  of  the  devices,'  from  all 
requirements  in  the  GMP  regulation 
except  §  820.180  (21  CFR  820.180),  with 
respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 


files.  Based  on  available  information 
about  current  practices  used  in  the 
manufacture  of  the  devices  and  user 
experience  with  the  devices,  the  agency 
has  determined  that  application  of  the 
GMP  regulation,  other  than  §  §  820.180 
and  820.198,  is  unlikely  to  improve  the 
safety  and  effectiveness  of  the  devices. 
The  agency  believes,  however,  that 
manufacturers  of  daily  activity  assitst 
devices,  even  when  they  are  not  labeled 
or  otherwise  represented  as  sterile,  must 
still  be  required  to  comply  with  the 
complaint  file  requirements  of  §  820.198 
to  ensure  that  these  manufacturers  have 
adequate  systems  for  complaint 
investigation  and  followup.  The  agency 
also  believes  that  manufacturers  of  daily 
activity  assist  devices  must  still  be 
required  to  comply  with  the  general 
requirements  concerning  records  in 
§  820.180  to  ensure  that  FDA  has  access 
to  complaint  files,  can  investigate 
device-related  injury  reports  and 
complaints  about  product  defects,  may 
determine  whether  the  manufacturer’s 
corrective  actions  are  adequate,  and 
may  determine  whether  the  exemption 
from  other  sections  of  the  GMP 
regulation  is  ^till  appropriate.  A 
manufacturer  of  daily  activity  assist 
devices  that  are  labeled  or  otherwise 
represented  as  sterile  is,  in  the 
manufacture  of  these  devices,  subject  to 
the  GMP  regulation  hi  its  entirety. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055, 1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))  and  under 
authority  delegated  to  him  (21  CFR  5.1), 
the  Commissioner  proposes  to  amend 
Part  890  by  reserving  Subpart  E  and 
adding  new  Subpart  F  and  §  890.5050,  to 
read  as  follows: 

Subpart  E  [Reserved] 

Subpart  F— Physical  Medicine 
Therapeutic  Devices 

§  890.5050  Daily  activity  assist  devices. 

(a)  Identification.  Daily  activity  assist 
devices  are  modified  adaptors  and 
utensils  (e.g.,  dressing,  grooming, 
recreational  activity,  transfer,  eating, 
and  homemaking  aids)  that  are  used  to 
assist  a  patient  to  perform  a  specific 
function. 

(b)  Classification.  Class  I  (general 
controls).  The  devices  are  exempt  from 
the  premarket  notification  procedures  in 
Subpart  E  of  Part  807  of  this  chapter.  If 
the  devices  are  not  labeled  or  otherwise 
represented  as  sterile,  they  also  are 
exempt  from  the  good  manufacturing 
practice  regulation  in  Part  820  of  this 
chapter,  with  the  exception  of  §  820.180, 
with  respect  to  general  requirements 
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concerning  records,  and  §  820.198,  with 
respect  to  complaint  files. 

Interested  persons  may,  on  or  before 
October  29. 1979,  submit  to  the  Hearing 
Clerk  (HFA-305).  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Heeiring 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  14, 1979. 

William  F.  Randolph, 

A  cting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  79-26307  Filed  8-27-79:  8:45  am) 
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[21  CFR  Part  890] 

[Docket  No.  78N-1230I 

Medical  Devices;  Classification  of 
Immersion  Hydrobaths 

AGENCY:  Food  and  Drug  Administration. 
action;  Proposed  rule. 

summary;  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  immersion  hydrobaths  into 
class  II  (performance  standards).  The 
FDA  is  also  publishing  the 
recommendation  of  the  Physical 
Medicine  Device  Classification  Panel 
that  the  device  be  classified  into  class  II. 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
After  considering  public  comments,  FDA 
will  issue  a  final  regulation  classifying 
the  device.  These  actions  are  being 
taken  under  the  Medical  Device 
Amendments  of  1976. 

DATES:  Comments  by  October  29, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65.  5600  Fishers  Lane,  Rockville.  MD 
20057. 

FOR  FURTHER  INFORMATION  CONTACT: 

johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health. 
Educition,  and  Welfare.  8757  Georgia 


Ave.,  Silver  Spring,  MD  20910,  301—427— 
7238. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  immersion  hydrobaths; 

1.  Identification:  An  immersion  hydrobath 
(e.g.,  whirlpool]  consists  of  water  agitators 
and  may  include  a  tub  to  be  filled  with  water. 
The  water  temperature  may  be  measured  by 
a  gauge.  It  is  used  in  hydrotherapy  to  relieve 
pain  and  itching  and  as  an  aid  in  the  healing 
process  of  infiamed  and  traumatized  tissue, 
and  it  serves  as  a  setting  for  removal  of 
contaminated  tissue. 

2.  Recommended  classification:  Class  II 
(performance  standards).  The  Panel 
recommends  that  establishing  a  performance 
standard  for  this  device  be  a  high  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
immersion  hydrobaths  be  classified  into  class 
II  because  the  Panel  believes  that  a  standard 
is  necessary  to  control  the  electrical 
properties  of  this  device  to  avoid  the 
potential  hazards  of  electrical  shock.  The 
Panel  believes  that  the  temperature  control 
should  be  sufficiently  accurate  to  prevent 
bums,  and  that  the  materials  and  design  of 
the  device  should  enable  proper  cleaning  to 
prevent  infection.  The  Panel  believes  that 
general  controls  would  not  provide  sufficient  - 
control  over  these  characteristics.  The  Panel 
believes  that  a  performance  standard  would 
provide  reasonable  assurance  of  the  safety 
and  effectiveness  of  the  device  and  that  there 
is  sufficient  information  to  establish  a 
standard  to  provide  such  assurance. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  potential  hazards 
associated  with  this  device  and  on  the  Panel 
members’  personal  knowledge  of,  and 
familiarity  w'ith,  the  device. 

5.  Risks  to  health:  (a)  Electrical  shock: 
Excessive  leakage  current  could  result  in 
injury,  or  a  malfunction  of  the  device  could 
result  in  electrical  shock,  (b)  Thermal  bums: 

A  faulty  temperature  control  could  result  in 
burns,  (c)  Bodily  injury:  If  the  surface  of  the 
device  is  slippery,  the  patient  could  sustain 
bodily  injury  by  falling,  (d)  Infection:  The 
accumulation  of  debris  in  drains  and  faucets 
could  cause  infection. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
immersion  hydrobaths  be  classified  into 
class  II  (performance  standards).  The 
agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 
presented  by  the  device.  A  performance 


standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  to  provide  this  assurance. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Foods  and  Drugs 
proposes  to  amend  Part  890  in  Subpart  F 
by  adding  new  §  890.5100,  to  read  as 
follows: 

§  890.5100  Immersion  hydrobath. 

(a)  Identification.  An  immersion 
hydrobath  (e.g.,  whirlpool]  consists  of 
water  agitators  and  may  include  a  tub  to 
be  filled  with  water.  The  water 
temperature  may  be  measured  by  a 
gauge.  It  is  used  in  hydrotherapy  to 
relieve  pain  and  itching  and  as  an  aid  in 
the  healing  process  of  inflamed  and 
traumatized  tissue,  and  it  serves  as  a 
setting  for  removal  of  contaminated 
tissue. 

(b)  Classification.  Class  II 
(performance  standard). 

Interested  persons  may,  on  or  before 
October  29, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  15, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

IFR  Doc.  79-26308  Filed  8-27-79;  8:45  amj 
BILLING  CODE  4110-03-M 


[21  CFR  Part  890] 

[Docket  No.  78N-1231] 

Medical  Devices;  Classification  of 
Paraffin  Baths 

AGENCY:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  paraffin  baths  into  class  II 
(performance  standards).  The  FDA  is 
also  publishing  the  recommendation  of 
the  Physical  Medicine  Device 
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Classification  Panel  that  the  device  be 
classified  into  class  II.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
OATES:  Comments  by  October  29, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  {HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT. 

johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health. 
Education,  and  Welfarer,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7238. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  and  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  paraffin  baths: 

1.  Identification:  A  paraffin  bath  is  a  metal 
tub  to  be  filled  with  liquid  paraffin  (wax) 
maintained  at  an  elevated  temperature  in 
which  the  appendages  (e.g.,  hands  or  fingers) 
are  places  to  relieve  pain  and  stiffness. 

2.  Recommended  classification:  Class  11 
(performance  standards).  The  Panel 
recommends  that  establishing  a  performance 
standard  for  this  device  be  a  low  priority. 

3.  Summary  of  reasons  for  _ 
recommendation:  The  Panel  recommends  that 
paraffin  baths  be  classified  into  class  II 
because  the  Panel  believes  that  the  electrical 
properties  of  the  device  must  be  controlled  to 
avoid  the  potential  hazards  of  shock  and 
bums  to  the  operator  and/or  patient.  The 
Panel  believes  that  the  temperature  control 
should  be  sufficiently  accurate  to  avoid  an 
inappropriate  temperature  level  that  may 
cause  bums.  The  Panel  believes  that  general 
controls  would  not  provide  sufficient  control 
over  these  characteristics.  The  Panel  believes 
that  a  standard  would  provide  reasonable 
assurance  of  the  safety  and  effectiveness  of 
the  device  and  that  there  is  sufficient 
information  to  establish  a  standard  to 
provide  such  assurance. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  potential  hazards 
associated  with  this  device  and  on  the  Panel 


members'  personal  knowledge  of,  and 
familiarity  with,  the  device. 

5.  Risks  to  health:  (a)  Electrical  shock: 
Excessive  leakage  current  could  result  in 
patient  injury,  or  a  malfunction  of  the  device 
could  result  in  electrical  shock,  (b)  Bums:  Hot 
wax  bums  to  a  patient  may  result  from  a 
faulty  temperature  control. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
paraffin  baths  be  classified  into  class  II 
(performance  standards).  The  agency 
believes  that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  The  agency  also  believes  that 
there  is  sufficient  information  to 
establish  a  performance  standard  to 
provide  this  assurance. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  890  in  Subpart  F 
by  adding  new  §  890.5110,  to  read  as 
follows; 

§890.5110  Paraffin  bath. 

(a)  Identification.  A  paraffin  bath  is  a 
metal  tub  to  be  filled  with  liquid  paraffin 
(wax)  maintained  at  an  elevated 
temperature  in  which  the  appendages 
(e.g.,  hands  or  fingers)  are  placed  to 
relieve  pain  and  stiffness. 

(b)  Classification.  Class  II 
(performance  standards)r 

Interested  persons  may,  on  or  before 
October  29, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday, 

Dated:  August  14, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  79-28309  Filed  8-27-79:  8:45  am) 

BILLING  CODE  4110-03-M 


[21  CFR  Part  890] 

(Dock^  No.  76N-1232] 

Medical  Devices;  Classification  of 
Nonpowered  Sitz  Baths 

agency:  Food  and  Drug  Administration.  • 
ACTION:  Proposed  rule.  . 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  nonpowered  sitz  baths  into 
class  I  (general  controls).  The  FDA  is 
also  publishing  the  recommendation  of 
the  Physical  Medicine  Device 
Classification  Panel  and  the  Obstetrical 
and  Gynecological  Device  Classification 
Panel  that  the  device  be  classified  into 
class  I.  The  effect  of  classifying  a  device 
into  class  I  is  to  require  that  the  device 
meet  only  the  general  controls 
applicable  to  all  devices.  After 
considering  public  comments,  FDA  will 
issue  a  final  regulation  classifying  the 
device.  These  actions  are  being  taken 
under  the  Medical  Device  Amendments 
of  1976, 

DATES:  Comments  by  October  29, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7238. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  and  the 
Obstetrical  and  Gynecological  Device 
Classification  Panel,  FDA  advisory 
committees,  made  the  following 
recommendation  with  respect  to  the 
classification  of  nonpowered  sitz  baths: 

1.  Identification:  A  nonpowered  sitz  bath  is 
a  tub  to  be  filled  with  water  that  is  used  in 
external  hydrotherapy  to  relieve  pain  or 
pruritis  and  to  accelerate  the  healing  of 
inflamed  or  traumatized  tissues  of  the 
perianal  and  perineal  areas. 

2.  Recommended  classification:  Class  I 
(general  controls).  The  Panels  recommend 
that  there  be  no  exemptions. 

3.  Summary  of  reasons  for 
recommendation:  The  Panels  recommend  that 
this  device  be  classified  into  class  I  (general 
controls)  because  this  is  a  simple  device  that 
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presents  no  risks  to  health  or  undue  hazards 
when  used  in  a  normal  maimer  for  the 
purpose  recommended.  The  Panels  believe 
that  general  controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panels  based 
their  recommendations  on  the  Panel 
members'  personal  knowledge  of,  and 
familiarity  with,  this  device. 

5.  Risks  to  health;  None  identified. 

Proposed  Classification 

FDA  agrees  with  the  Panels’ 
recommendation  and  is  proposing  that 
nonpowered  sitz  baths  be  classified  into 
class  1  (general  controls)  with  no 
exemptions  because  the  agency  believes 
that  general  controls  are  sufficient  to 
provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  device. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  .<13, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  890  in  Subpart  F 
by  adding  new  §  890.5125,  to  read  as 
follows: 

§  890.5125  Nonpowered  sitz  bath. 

(a)  Identification.  A  nonpowered  sitz 
bath  is  a  tub  to  be  filled  with  water  that 
is  used  in  external  hydrotherapy  to 
relieve  pain  or  pruritis  and  to  accelerate 
the  healing  of  inflamed  or  traumatized 
tissues  of  the  perianal  and  perineal 
areas. 

(b)  Classification.  Class  1  (general 
controls). 

Interested  persons  may,  on  or  before 
October  29, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville.  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated;  August  14, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

[FR  Doc.  79-26310  Filed  8-27-79;  8:45  am] 
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[21  CFR  Part  890] 

[Docket  No.  78N-1233] 

Medical  Devices;  Classification  of 
Powered  Patient  Transports 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  powered  patient  transports 
into  class  U  (performance  standards). 

The  FDA  is  also  publishing  the 
recommendation  of  the  Physical 
Medicine  Device  Classification  Panel 
that  the  device  be  classified  into  class  II. 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
After  considering  public  comments,  FDA 
will  issue  a  final  regulation  classifying 
the  device.  These  actions  are  being 
taken  under  the  Medical  Device 
Amendments  of  1976. 

OATES:  Comments  by  October  29, 1979. 

It  is  proposed  the  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7238 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  powered  patient 
transports: 

1.  Identification:  A  powered  patient 
transport  is  a  motorized  device  used  to  assist 
patient  transfers  to  and  from  the  bath,  beds, 
chairs,  treatment  modalities,  transport 
vehicles,  and  up  and  down  flights  of  stairs. 

2.  Recommended  classification:  Class  II 
(performance  standards).  The  Panel 
recommends  that  establishing  a  performance 
standard  for  this  device  be  a  high  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 


powered  patient  transports  be  classified  into 
class  n  because  the  Panel  believes  that  the 
electrical  properties  of  this  device  must  be 
controlled  to  avoid  the  potential  hazard  of 
electrical  shock.  The  Panel  also  believes  that 
the  structural  strength  of  this  device  should 
be  controlled  to  prevent  a  potential  injury 
hazard  to  the  patient.  The  Panel  believes  that 
general  controls  would  not  provide  sufficient 
control  over  these  characteristics.  The  Panel 
believes  that  a  standard  will  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device  and  that  there  is 
sufficient  information  to  establish  a  standard 
to  provide  such  assurance. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  potential  hazards 
associated  with  this  device  and  on  the  Panel 
members’  personal  knowledge  of,  and 
familiarity  with,  the  device. 

5.  Risks  to  health:  (a)  Electrical  shock: 
Excessive  leakage  current  could  result  in 
injury,  and  malfunction  of  the  device  could 
result  in  electrical  shock,  (b)  Bodily  injury: 
Injury  could  result  from  the  patient  falling 
due  to  structural  failure  of  the  device. 

Proposed  Classiilcation 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
powered  patient  transports  be  classified 
into  class  II  (performance  standards). 
The  agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  consols  alone  are 
insufficient  to  control  the  risks  to  health 
presented  by  the  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  to  provide  this  assurance. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  890  in  Subpart  F 
by  adding  new  §  890.5150,  to  read  as 
follows: 

§  890.5 1 50  Powered  patient  transport 

(a)  Identification.  A  powered  patient 
transport  is  a  motorized  device  used  to 
assist  patient  transfers  to  and  from  the 
bath,  beds,  chairs,  treatment  modalities, 
transport  vehicles,  and  up  and  down 
flights  of  stairs. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  29, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
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submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  14, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  79-26311  Filed  6-27-79;  8:45  am) 

BILLING  CODC  4110-03-M 


[21  CFR  Part  890] 

[Docket  No.  7SN-1234] 

Medical  Devices;  Classification  of  Air- 
Fluidized  Beds 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  air-fluidized  beds  into  class 
II  (performance  standards).  The  FDA  is 
also  publishing  the  recommendation  of 
the  Physical  Medicine  Device 
Classification  Panel  that  the  device  be 
classified  into  class  II.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  29, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  i- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7238. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  an  FDA  advisory 


committee,  made  the  following 
recommendation  regarding  the 
classification  of  air-fluidized  beds: 

1.  Identification:  An  air-fluidized  bed  is  a 
device  employing  the  circulation  of  filtered 
air  through  ceramic  spherules  (small  round 
ceramic  objects]  to  treat  decubitus  ulcers 
(bedsores),  severe  and  extensive  bums,  and 
aid  circulation. 

2.  Recommended  classification:  Class  11 
(performance  standards).  The  Panel 
recommends  that  establishing  a  performance 
standard  for  this  device  be  a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
air-fluidized  beds  be  classified  into  class  II 
because  the  Panel  believes  that  the  electrical 
properties  associated  with  the  device  must  be 
controlled  to  prevent  the  potential  hazard  of 
electrical  shock.  The  Panel  believes  that 
general  controls  would  not  provide  sufficient 
control  over  this  characteristic.  The  Panel 
believes  that  a  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device  and  that  there  is 
sufficient  information  to  establish  a  standard 
to  provide  such  assurance. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  potential  hazards 
associated  with  this  device  and  on  the  Panel 
members’  personal  knowledge  of,  and 
familiarity  with,  the  device  and  a  review  of 
the  pertinent  literature  (Refs.  1  through  5).  At 
the  Panel  meeting  of  March  18, 1975  (Ref.  1), 
the  Physical  Medicine  Device  Classification 
Panel  recommended  that  the  device  be 
classified  into  class  III  (premarket  approval) 
because  the  Panel  at  that  time  believed  that 
there  was  the  possibility  of  patient  infection 
and  that  data  were  insufficient  to  write  an 
adequate  standard  for  efficacy.  However,  at 
the  Panel  meeting  of  March  21  through  22, 
1976,  Sharbaugh  (Ref.  2]  discussed  data  on 
the  microbiological  aspect  of  air-fluidized 
beds.  He  presented  studies  in  which  air- 
fluidized  beds  were  contaminated  with 
bacteria  and  fungi.  The  number  of  organisms 
steadily  decreased  with  no  fungi  or  bacteria 
remaining  24  hours  following  this  initial 
higher  level  of  contamination.  Sharbaugh  also 
stated  that  the  nature  of  the  beds  protects  the 
patient  from  any  sudden  temperature 
changes.  Newsome  et  al.  (Refi  3)  conducted  a 
study  using  air-fluidized  beds.  The 
investigators  concluded  that  this  device  “has 
proven  to  be  a  useful  adjunct  in  the  care  of 
extensively  burned  patients.”  They  found 
that  decubitus  ulcers  did  not  form,  and  old 
ulcers  healed,  when  the  beds  were  used.  The 
authors  stated  that  patients  found  this  bed 
more  comfortable  than  conventional  beds,  in 
which  the  patient  had  to  change  positions 
frequently.  Sharbaugh  and  Hargest  (Ref.  4} 
and  Sharbaugh,  Hargest,  and  Wright  (Ref.  5) 
stated  that  air-fluidized  beds  have  been 
found  to  remain  "uncontaminated"  and 
“essentially  bacteria-fi’ee.”  These  studies 
demonstrate  the  efficacy  of  air-fluidized 
beds,  and  the  Panel  reconunends  a  class  II 
classification  only  to  assure  electrical  safety. 

5.  Risks  to  health:  Electrical  shock: 
Excessive  leakage  current  could  result  in 
injury,  or  a  malfunction  of  the  device  could 
result  in  electrical  shock. 


Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
air-fluidized  beds  be  classified  into  class 
II  (performance  standards).  The  agency 
believes  that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insu^icient  to 
control  the  risk  to  health  presented  by 
the  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  The  agency  also  believes  that 
there  is  sufficient  information  to 
establish  a  performance  standard  to 
provide  this  assurance. 

References 

The  following  information  has  been  placed 
in  the  office  of  the  Hearing  Clerk  (address 
above]  and  may  be  seen  by  interested 
persons,  from  9  a.m.  to  4  p.m.,  Monday 
through  Friday. 
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Therefore,  imder  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C,  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  890  in  Subp^rt  F 
by  adding  new  §  890.5160  as  follows: 

§  890.5160  Air-fluidized  bed. 

(a)  Identification.  An  air-fluidized  bed 
is  a  device  employing  the  circulation  of 
filtered  air  through  ceramic  spherules 
(small,  round  ceramic  objects)  to  treat 
decubitus  ulcers  (bedsores],  severe  and 
extensive  bums,  and  aid  circulation. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  29, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 


submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 

Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  14, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  79-26312  Filed  8-27-79:  8:45  am) 

BILUNG  CODE  4110-03-M 

[21  CFR  Part  890] 

[Docket  No.  78N-1235] 

Medical  Devices;  Classification  of 
Powered  Flotation  Therapy  Beds 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  powered  flotation  therapy 
beds  into  class  II  (performance 
standards).  The  FDA  is  also  publishing 
the  recommendation  of  the  Physical 
Medicine  Device  Classification  Panel 
and  the  General  Hospital  and  the 
Personal  Use  Device  Classification 
Panel,  that  the  device  be  classified  into 
class  II.  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
After  considering  public  comments,  FDA 
will  issue  a  final  regulation  classifying 
the  device.  These  actions  are  being 
taken  under  the  Medical  Device 
Amendments  of  1976. 

DATES:  Comments  by  October  29, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm,  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7238. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 


development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel  and  the  General 
Hospital  and  the  Personal  Use  Device 
Classification  Panel,  FDA  advisory 
committees,  made  the  following 
recommendation  regarding  the 
classification  of  powered  flotation 
therapy  beds: 

1.  Identification:  A  powered  flotation 
therapy  bed  is  a  device  that  may  have  an 
electrically  heated  mattress  and  is  designed 
to  accommodate  a  large  volume  of  constantly 
moving  water,  air,  mud,  or  sand  in  its 
mattress.  This  device  is  used  as  an  aid  to 
nursing  care  for  the  acceleration  of  healing  or 
prevention  of  decubitus  ulcers  (bedsores),  for 
patients  with  severe  or  extensive  bums,  or  to 
aid  circulation. 

2.  Recommended  classification:  Class  11 
(performance  standards).  The  Physical 
Medicine  Device  .Classification  Panel 
recommends  that  establishing  a  performance 
standard  for  this  device  be  a  high  priority. 

The  General  Hospital  and  Personal  Use 
Device  Classification  Panel  recommends  that 
establishing  a  performance  standard  for  this 
device  be  a  medium  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panels  recommend  that 
powered  flotation  therapy  beds  be  classified 
into  class  II  because  the  Panels  believe  that 
the  electrical  properties  of  the  device  must  be 
controlled  to  avoid  the  potential  hazard  of 
electrical  shock  and  to  prevent  injury  to  soft 
tissues.  The  Panels  believe  that  general 
controls  will  not  provide  sufficient  control 
over  these  characteristics.  The  Panels  believe 
that  a  standard  will  provide  reasonable 
assurance  of  the  safety  and  effectiveness  of 
the  device  and  that  there  is  sufficient 
information  to  establish  a  standard  to 
provide  such  assurance. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panels  based 
their  recommendation  on  the  potential 
hazards  associated  with  this  device,  the 
Panels  members’  personal  knowledge  of,  and 
familiarity  with,  the  device,  and  a  review  of 
the  pertinent  literature.  The  literature 
supports  the  efficacy  of  flotation  therapy  for 
the  treatment  and  prevention  of  decubitus 
ulcers  (Refs.  1  and  2).  Haper  et  al.  (Ref.  2] 
state  that  flotation  therapy  used  during  a 
patient’s  stay  in  the  hospital  would  be 
effective  in  preventing  the  formation  of 
decubitus  ulcers. 

5.  Risks  to  health:  The  Physical  Medicine 
and  the  General  Hospital  and  Personal  Use 
Device  Classification  Panels  identified  the 
following  risks  to  health,  (a)  Electrical  shock: 
Excessive  leakage  current  could  result  in 
injury,  or  a  malfunction  of  the  device  could 
result  in  electrical  shock,  (b)  Bodily  injury: 
Soft  tissue  breakdown  could  result  from 
electrical  failure  of  the  device  and/or  failure 
to  turn  the  patient  when  necessary  because 
of  overreliance  on  the  device  by  the  therapist 
or  nurse.  The  general  nature  of  thfe  device  is 
conductive  to  over-reliance  on  its  purported 
efficacy,  and  this  could  lead  to  bodily  injury. 
'The  water  in  the  mattress  could  leak  onto  the 
floor,  resulting  in  a  slippery  surface,  causing 
patients  and/or  personnel  to  slip  or  fall,  (c) 


Cross-infection:  If  it  is  improperly  cleaned, 
the  device  could  spread  infection  to  patients. 

Proposed  Classiflcation 

FDA  agrees  with  the  Panels’ 
recommendations  and  is  proposing  that 
powered  flotation  therapy  beds  be 
classified  into  class  II  (performance 
standards).  The  agency  believes  that  a 
performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device.  A 
performance  standard  will  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  to  provide  such  assurance. 

References 

The  following  information  has  been  placed 
in  the  offlce  of  the  Hearing  Clerk  (address 
above)  and  may  be  seen  by  interested 
persons,  from  9  a.m.  to  4  p.m.,  Monday 
through  Friday. 

1.  Dewis,  L.,  et  al.,  "Treatment  of  Decubitus 
Ulcers  by  Use  of  a  Water  Mattress,” 

Archives  of  Physical  Medicine  and 
Rehabilitation,  49:290-293, 1968. 

2.  Harper,  P.  J.,  et  al.,  “Experience  with  A 
Flotation  Unit  for  Prevention  of  Decubitus 
Ulcers,”  Journal  of  the  Medical  Society, 
72(10):824-a26,  October  1975. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  890  in  Subpart  F 
by  adding  new  §  890.5170  as  follows: 

§  890.5170  Powered  flotation  therapy  bed. 

(a)  Identification.  A  powered  flotation 
therapy  bed  is  a  device  with  a  motorized 
bed  that  may  have  an  electrically  heated 
mattress  and  is  designed  to 
accommodate  a  large  volume  of 
constantly  moving  water,  air,  mud,  or 
sand  in  its  mattress.  This  device  is  used 
as  an  aid  to  nursing  care,  for  the 
acceleration  of  healing  or  prevention  of 
decubitus  ulcers  (bedsores),  for  patients 
with  severe  or  extensive  bums,  or  to  aid 
circulation. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  29, 1979  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm,  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
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Received  comments  may  be  seen  in  the 
above  office  betw'een  the  hours  of  9  a.m, 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  14, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FV  Doc.  70-26313  Filed  8-27-79;  8:45  am] 

SILUNG  CODE  4110-03-M 


[21  CFR  Part  890] 

[Docket  No.  78N-1236] 

Medical  Devices;  Classification  of 
Manual  Patient  Rotation  Bed 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  manual  patient  rotation  beds 
into  class  I  (general  controls).  The  FDA 
is  also  publishing  the  recommendation 
of  the  Physical  Medicine  Classification 
Panel  that  the  device  be  classified  into 
class  I.  The  effect  of  classifying  a  device 
into  class  I  is  to  require  that  the  device 
meet  only  the  general  controls 
applicable  to  all  devices.  After 
considering  public  comments,  FDA  will 
issue  a  final  regulation  classifying  the 
device.  These  actions  are  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

OATES:  Comments  by  October  29, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Avenue,  Silver  Spring,  MD  209i0.  301- 
427-7238. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  manual  patient  rotation 
beds: 


1.  Identification:  A  manual  patient  rotation 
bed  is  a  device  that  turns  a  patient  who  is 
restrained  to  a  reclining  position.  This 
manually  operated  bed  is  used  to  treat 
patients  with  severe  and  extensive  bums  or 
decubitus  ulcers  (bedsores],  and  to  aid 
circulation. 

2.  Recommended  classification:  Class  I 
(general  controls).  The  Panel  recomends  that 
there  be  no  exemptions. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  reconunends  that 
manual  patient  rotation  beds  be  classified 
into  class  I  because  this  is  a  simple  device 
that  presents  no  undue  risks  to  health  when 
used  in  a  normal  mannner  and  for  the 
purpose  recommended.  The  Panel  believes 
that  general  controls  are  sufficient  to  assure 
the  safety  and  effectiveness  of  the  device. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members’ 
knowledge  of,  and  familiarity  with,  this 
device. 

5.  Risks  to  health:  None  identified. 
Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
manual  patient  rotation  beds  be 
classified  into  class  I  (general  controls], 
with  no  exemptions,  because  the  agency 
believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  890  in  Subpart  F 
by  adding  new  §  890.5180,  to  read  as 
follows: 

§  890.5180  Manual  patient  rotation  bed. 

(a)  Identification.  A  manual  patient 
rotation  bed  is  a  device  that  turns  a 
patient  who  is  restrained  to  a  reclining 
position.  This  manually  operated  bed  is 
used  to  treat  patients  with  severe  and 
extensive  bums  or  decubitus  ulcers 
(bedsores),  and  to  aid  circulation. 

(b)  Classification,  Class  I  (general 
controls). 

Interested  persons  may,  on  or  before 
October  29. 1979  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 


Dated:  August  20, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  79-26314  Filed  8-27-79. 8:45  am] 

BIUJNG  CODE  4110-03-U 


[21  CFR  Part  890] 

[Docket  No.  78N-1237] 

Medical  Devices;  Classification  of 
Powered  Patient  Rotation  Bed 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Proposed  mle. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  powered  patient  rotation 
beds  into  class  II  (performance 
steindards).  The  FDA  is  also  publishing 
the  recommendation  of  the  Physical 
Medicine  Device  Classification  Panel 
that  the  device  be  classified  into  class  II. 
The  effect  of  classifying  a  device  into 
class  n  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
After  considering  public  comments,  FDA 
will  issue  a  final  regulation  classifying 
the  device.  These  actions  are  being 
taken  under  the  Medical  Device 
Amendments  of  1976. 

DATES:  Comments  by  October  29. 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
-  30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7238. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  powered  patient 
rotation  beds: 

1.  Identification:  A  powered  patient 
rotation  bed  is  a  device  that  turns  a  patient 
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who  is  restrained  to  a  reclining  position.  It  is 
used  to  treat  patients  with  decubitus  ulcers 
(bedsores),  severe  and  extensive  bums,  and 
urinary  tract  blockage,  and  to  aid  circulation. 

2.  Recommended  classification:  Class  II 
(performance  standards).  The  Panel 
recommends  that  establishing  a  performance 
standard  for  this  device  be  a  high  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
powered  patient  rotation  beds  be  classified 
into  class  II  because  the  Panel  believes  that 
the  electrical  properties  of  the  device  must  be 
controlled  to  avoid  the  potential  hazard  of 
electrical  shock.  The  Panel  believes  that 
general  controls  would  not  provide  sufficient 
control  over  this  characteristic.  The  Panel 
believes  that  a  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device  and  that  there  is 
sufficient  information  to  establish  a  standard 
to  provide  such  assurance. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  potential  hazards 
associated  with  this  device,  and  on  the  Panel 
members’  personal  knowledge  of,  and 
familiarity  with,  the  device  and  a  review  of 
the  pertinent  literature  (Refs.  J).  Hilt  and 
Schmitt  (Ref.  1]  describe  the  procedures  to 
follow  in  using  patient  rotation  beds.  The 
authors  support  the  use  of  this  device  in 
rehabilitation;  however,  they  emphasize  that 
“the  bed  should  be  maintained  properly  and 
the  motor  checked,”  and  that  it  should  be 
unplugged  when  the  bed  is  not  in  use.  Thus, 
the  electrical  properties  of  this  device  should 
be  controlled  to  lessen  the  likelihood  of 
malfunction  and  possible  bodily  injury  to  the 
patient  and/or  operator. 

5.  Risks  to  health:  (a)  Electrical  shock: 
Excessive  leakage  current  could  result  in 
injury,  or  a  malfunction  of  the  device  could 
result  in  electrical  shock,  (b)  Decubitus  ulcers 
(bedsores):  Decubitus  ulcers  or  other  injury  to 
soft  tissues  may  develop  if  there  is 
overreliance  by  the  therapist  on  the  device. 

(c)  Bodily  injury;  The  patient  may  fall  out  of 
the  bed  if  he  or  she  is  not  stabilized  or 
restrained  properly. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
powered  patient  rotation  beds  be 
classified  into  class  II  (performance 
standards).  The  agency  believes  that  a 
performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  there  is  sufficient 
information  to  establish  a  performance 
standard  to  provide  such  assurance. 

References 

The  following  information  has  been  placed 
in  the  office  of  the  Hearing  Clerk  (address 
above)  and  may  be  seen  by  interested 
persons,  from  9  a.m.  to  4  p.m.,  Monday 
through  Friday. 


1.  Hilt,  N.  E.  and  E.  W.  Schmitt,  “Use  of 
Special  Beds  in  Nursing  Care,"  in  "Pediatric 
Orthopedic  Nursing,"  C.  V.  Mosby  Co.,  St. 
Louis,  pp.  48-54, 1975. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5,1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  890  in  Subpart  F 
by  adding  new  §  890.5225,  to  read  as 
follows; 

§  890.5225  Powered  patient  rotation  bed. 

(a)  Identification.  A  powered  patient 
rotation  bed  is  a  device  that  turns  a 
patient  who  is  restrained  to  a  reclining 
position.  It  is  used  to  treat  patients  with 
decubitus  ulcers  (bedsores),  severe  and 
extensive  bums,  and  urinary  tract 
blockage,  and  to  aid  circulation. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  29, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  14, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regula  tory  A f fairs. 

(FR  Doc.  79-26315  Filed  8-27-79;  8.45  amj 
BILLING  CODE  4110-03-48 


121  CFR  Part  890] 

[Docket  No.  78N-1238] 

Medical  Devices;  Classification  of 
Moist  Steam  Cabinets 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  moist  steam  cabinets  into 
class  II  (performance  standards).  The 
FDA  is  also  publishing  the 
recommendation  of  the  Physical 
Medicine  Device  Classification  Panel 
that  the  device  be  classified  into  class  II. 
The  effect  of  classifying 'a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 


safety  and  effectiveness  of  the  device. 
After  considering  public  comments,  FDA 
will  issue  a  final  regulation  classifying 
the  device.  These  actions  are  being 
taken  under  the  Medical  Device 
Amendments  of  1976. 

DATES:  Comments  by  October  29, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  ^he 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W.  Bailey.  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Avenue,  Silver  Spring,  MD  20910,  301- 
427-7238. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  moist  steam  cabinets; 

1.  Identification:  A  moist  steam  cabinet  is  a 
device  that  delivers  a  flow  of  heated, 
moisturized  air  to  a  patient  in  an  enclosed 
unit  to  treat  arthritis  and  fibrosis  (a  formation 
of  fibrous  tissue)  and  to  increase  local  blood 
flow. 

2.  Recommended  classification:  Class  II 
(performance  standards).  The  Panel 
recommends  that  establishing  a  performance 
standard  for  this  device  be  a  high  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
moist  steam  cabinets  be  classified  into  class 
II  because  the  Panel  believes  that  the 
electrical  properties  of  the  device  must  be 
controlled  to  avoid  the  potential  hazards  of 
electrical  shock  and  bums.  The  Panel 
believes  that  the  temperature  control  should 
be  sufficiently  accurate  to  avoid  bums.  The 
Panel  believes  that  general  controls  would 
not  provide  sufficient  control  over  these 
characteristics.  The  Panel  believes  that  a 
standard  would  provide  reasonable 
assurance  of  the  safety  and  effectiveness  of 
the  device  and  that  there  is  sufficient 
information  to  establish  a  standard  to 
provide  such  assurance. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
members  based  their  recommendation  on  the 
potential  hazards  associated  with  this  device 
and  their  personal  knowledge  of,  and 
familiarity  with,  the  device. 

5.  Risks  to  health;  (a)  Electrical  shock: 
Excessive  leakage  current  could  result  in 
injury  or  a  malfunction  of  the  device  could 
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result  in  electrical  shock,  (b)  Bums;  Hot 
steam  bums  could  result  a  faulty 
temperature  control. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
moist  steam  cabinets  be  classified  into 
class  II  (performance  standards).  The 
agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 
presented  by  the  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  to  provide  such  assurance. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  890  in  Subpart  F 
by  adding  new  §  890.5250,  to  read  as 
follows: 

§  890.5250  Moist  steam  cabinet. 

(a)  Identification.  A  moist  steam 
cabinet  is  a  device  that  delivers  a  flow 
of  healed,  moisturized  air  to  a  patient  in 
an  enclosed  unit  to  treat  arthritis  and 
fibrosis  (a  formation  of  fibrous  tissue) 
and  to  increase  local  blood  flow. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  29, 1979  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administratipn,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  14, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

(FR  Doc.  79-26316  Filed  6-27-79:8:45  am] 

BILLING  CODE  4110-C3-M 


[21  CFR  Part  890] 

(Docket  No.  78N-1239] 

Medical  Devices;  Classification  of 
Microwave  Diathermies 

agency:  Food  and  Drug  Administration. 


action:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  microwave  diathermies  into 
class  II  (performance  standards)  for  use 
in  applying  therapeutic  deep  heat  and 
into  class  III  (premarket  approval)  for  all 
other  uses.  The  FDA  is  also  publishing 
the  recommendation  of  the  Physical 
Medicine  Device  Classification  Panel 
that  the  device  be  classified  into  class  II 
(performance  standards).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  The  effect  of  classifying  a 
device  into  class  III  is  to  provide  for 
each  manufacturer  of  the  device  to 
submit  to  FDA  a  premarket  approval 
application  at  a  date  to  be  set  in  a  future 
regulation.  Each  application  includes 
information  concerning  safety  and 
effectiveness  tests  of  the  device.  After 
considering  public  comments,  FDA  will 
issue  a  final  regulation  classifying  the 
device.  These  actions  are  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

OATES:  Comments  by  October  29, 1979. 

It  is^proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health. 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7238. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  microwave  diathermies: 

1.  Identification:  A  microwave  diathermy 
for  use  in  applying  therapeutic  deep  heat  is  a 
device  that  applies  high-frequency  energy  at 
microwave  frequencies  (915  megahertz  to 
2450  mergahertz)  to  specific  areas  of  the 
body.  Such  tissue  heating  is  used  as 
adjunctive  therapy  for  the  relief  of  pain  in 
medical  conditions  such  as  muscle  spasms 
and  joint  contractures. 


2.  Recommended  classification:  Class  II  ^ 

(performance  standards).  The  Panel  : 

reconunends  that  establishing  a  performance  1 
standard  for  this  device  be  a  high  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
microwave  diathermies  be  classified  into 
class  n  because  the  Panel  believes  that,  even 
though  more  information  is  needed  on 
microwave  diathermy  and  its  biologic  effects, 
the  development  and  application  of 
standards  based  on  the  present  level  of 
information  would  improve  the  safety  and 
effectiveness  of  the  device  by  providing  for 
electrical  standards,  minimal  and  maximal 
energy  output  control  limits  and  adequate 
labeling.  The  Panel  believes  that  general 
controls  would  not  provide  sufficient  control 
over  these  characteristics.  The  Panel  also 
believes  that  a  performance  standard  would 
provide  reasonable  assurance  of  the  safety 
and  effectiveness  of  the  device  and  that  there 
is  sufficient  information  to  establish  a 
performance  standard  to  provide  such 
assurance.  The  Panel  also  recommends  that 
these  devices  be  restricted  to  use  by  or  under 
the  supervision  of  a  physician. 

4.  Summary  of  data  on  which  the 
recomendation  is  based:  The  Panel  based  its 
recommendation  on  the  potential  hazards 
associated  with  the  device,  on  the  Panel 
members’  knowledge  of  and  clinical 
experience  with  the  device,  and  on  a  review 
of  the  pertinent  literature  (Refs.  1  through  4). 
Michaelson  (Refs.  1  and  2)  summarizes  the 
physiologic  effects  of  microwaves,  the 
potential  hazards  of  microwaves,  and 
presents  data  on  which  proposed 
environmental  safety  standards  are  based. 
Guy  et  al.  (Ref.  3)  present  estimates  of  power 
absorption  and  thermal  measurements  that 
suggest  that  beneficial  physiologic  responses 
occur  with  tissue  temperature  in  the  range  of 
40°  C  to  45°  C.  Krusen  (Ref.  4]  summarizes  the 
background  of  therapeutic  microwave 
diathermy  applications,  listing  specific 
indications  and  contraindications.  The  Panel 
noted  that  the  Bureau  of  Radiological  Health 
of  the  FDA  is  preparing  a  proposed  draft  of  a 
microwave  safety  standard  for  therapeutic 
devices  and  that  the  Federal  Communications 
Commission  has  radiofrequency  transmitting 
requirements  for  medical  diathermy. 

5.  Risks  to  health:  (a)  Adverse  tissue 
response:  The  dexaces  may  cause  adverse 
tissue  response  that  can  result  in  possible 
cataract  formation  and  central  nervous 
system  injury,  (b)  Electrical  shock:  Excessive 
leakage  current  from  improper  grounding  or  a 
device  malfunction  can  lead  to  electrical 
shock,  (c)  Bums:  Contact  with  uncovered 
parts  of  the  body  at  the  instrument  output 
terminal  or  with  cables  and  electrodes  that 
are  inadequately  insulated  may  lead  to  burns. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
microwave  diathermies  be  classified 
into  class  II  (performance  standards)  for 
use  in  delivering  therapeutic  deep  heat. 
The  agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 
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presented  by  the  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and  effectivess 
of  the  device.  The  agency  also  believes 
that  there  is  sufficient  information  to 
establish  a  performance  standard  for 
this  device. 

Like  the  shortwave  diathermy,  which 
is  the  subject  of  a  proposed 
classification  regulation  published 
elsewhere  in  this  issue  of  the  Federal 
Register,  the  microwave  diathermy  is 
used  for  therapeutic  deep  heat.  It  is  also 
used  for  additional  purposes  for  which  it 
has  not  been  shown  to  be  safe  and 
effective.  Accordingly,  although  the 
Panel  considered  only  one  use  for  the 
microwave  diathermy — the  delivery  of 
therapeutic  deep  heat — the  agency 
believes  that  the  device  also  should  be 
classified  with  respect  to  all  other 
intended  uses.  Therefore,  the  agency  is 
proposing  that  microwave  diathermy 
devices  be  classified  into  class  Ill 
(premarket  any  use  other  than  delivering 
therapeutic  deep  heat.  The  agency 
believes  that  microwave  diathermy, 
when  it  is  used  for  any  purpose  other 
than  applying  therapeutic  deep  heat, 
presents  a  potential  unreasonable  risk  of 
injury  without  proven  benefit  to  the 
patient  because  substantial  data  and 
clinical  investigations  do  not  exist  to 
support  these  other  claims.  The  agency 
believes  that  insufficient  information 
exists  to  determine  that  general  controls 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device  when  it  is  used  for  any  purpose 
other  than  applying  deep  therapeutic 
heat,  and  that  insufficient  information 
exists  to  establish  a  performance 
standard  to  provide  this  assurance. 
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Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  890  in  Subpart  F 
by  adding  new  §  890.5275,  to  read  as 
follows: 


§  890.5275  Microwave  diathermy. 

(a)  Microwave  diathermy  for  use  in 
applying  therapeutic  deep  heat — (1) 
Identification.  A  microwave  diathermy 
for  use  in  applying  therapeutic  deep  heat 
is  a  device  that  applies  high  frequency 
energy  at  microwave  frequencies  (915 
megahertz  to  2450  megahertz)  to  specific 
areas  of  the  body.  Such  tissue  heating  is 
used  as  adjimctive  therapy  for  the  relief 
of  pain  in  medical  conditions  such  as 
muscle  spasms  and  joint  contractures. 

(2)  Classification.  Class  II 
(performance  standards). 

(b)  Microwave  diathermy  for  any  use 
other  than  applying  therapeutic  deep 
heat — (1)  Identification.  A  microwave 
diathermy  for  any  use  other  than 
applying  therapeutic  deep  heat  is  a 
device  that  applies  high  frequency 
energy  (915  megahertz  to  2450 
megahertz)  to  the  body  for  any  purpose 
other  than  applying  therapeutic  deep 
heat  for  the  relief  of  pain. 

(2)  Classification.  Class  III  (premarket 
approval). 

Interested  persons  may,  on  or  before 
October  29, 1979  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  con.Tients  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  14, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

(FR  Doc.  7»-26317  Filed  8-27-79;  8:45  am] 

BILLING  CODE  4110-03-M 


[21  CFR  Part  890] 

[Docket  No.  78N-1241] 

Medical  Devices;  Classification  of 
Shortwave  Diathermies 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  short  wave  diathermies  into 
class  II  (performance  standards)  for  use 
in  applying  therapeutic  deep  heat  and 
into  class  III  (premarket  approval)  for  all 
other  uses.  FDA  is  also  publishing  the 
recommendation  of  the  Physical 
Medicine  Device  Classification  Panel 
that  shortwave  diathermy  (i.e.,  devices 


claiming  therapeutic  effects  through  the 
heating  of  tissue)  be  classified  into  class 
n  (performance  standards).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  The  effect  of  classifying  a 
device  into  class  III  is  to  provide  for 
each  manufacturer  of  the  device  to 
submit  to  FDA  a  premarket  approval 
application  at  a  date  to  be  set  in  a  future 
regulation.  Each  application  includes 
information  concerning  safety  and 
effectiveness  tests  of  Ae  device.  After  - 
considering  public  comments,  FDA  will 
issue  a  final  regulation  classifying  the 
device.  These  actions  are  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

DATES:  Comments  by  October  29, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  tiie  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305). 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Avenue,  Silver  Spring,  MD  20910,  301- 
427-7238. 

SUPPLEMENTARY  INFORMATION*. 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  shortwave  diathermy: 

1.  Identification:  A  shortwave  diathermy 
for  use  in  applying  therapeutic  deep  heat  is  a 
device  that  applies  the  electromagnetic 
energy  of  pulsed  and/or  continuous 
radiowaves  in  the  radiofrequency  bands  of  13 
megahertz  to  27.12  megahertz  to  provide 
therapeutic  deep  heat  in  specific  areas  of  the 
body.  Such  tissue  heating  is  used  as 
adjunctive  therapy  for  the  relief  of  pain  in 
selected  medical  conditions  such  as  muscle 
spasms  and  joint  contractures. 

2.  Recommended  classification:  The  Panel 
recommends  that  shortwave  devices  that  are 
claimed  to  be  capable  of  generating 
therapeutic  heat  in  specific  areas  of  the  body 
be  classified  into  class  II  (performance 
standards)  and  that  establishing  a 
performance  standard  for  these  devices  be  a 
high  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
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shortwave  diathermy  devices  that  produce  an 
increase  in  internal  body  tissue  temperature 
be  classified  into  class  II  because  the  Panel 
believes  that  these  devices  have 
demonstrated  therapeutic  effectiveness.  The 
Panel  believes  that,  even  though  more 
information  is  needed  on  shortwave 
diathermy  and  its  biological  effects,  the 
development  and  application  of  standards 
based  on  the  present  level  of  information 
would  improve  the  safety  and  effectiveness 
of  the  device  by  providing  for  electrical 
standards,  minimal  and  maximal  energy 
output  control  limitS;  and  adequate  labeling. 
The  Panel  believes  that  general  controls 
would  not  provide  sufficient  control  over 
these  characteristics.  The  Panel  also  believes 
that  a  performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device  and  that  there  is 
sufficient  information  to  establish  a 
preliminary  standard  that  would  require 
periodic  updating  as  data  become  available. 
The  Panel  also  recommends  that  shortwave 
devices  be  restricted  to  use  by  or  under  the 
supervision  of  a  physician. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendations  on  the  Panel  members' 
professional  knowledge  of  shortwave 
devices,  a  review  of  the  literature,  a  report  by 
the  University  of  Washington’s  Department 
of  Rehabilitation  Medicine  (Ref.  1),  and  a 
GAO  report  addressing  the  safety  and 
effectiveness  of  diathermy  (Ref.  2).  Some  of 
the  Panel  members  have  evaluated  the 
clinical  application  of  the  devices  and  tested 
the  performance  of  the  equipment.  These 
devices  were  discussed  by  the  Panel 
members  at  the  Panel  and  Subcommittee 
meetings  of  August  14  and  15, 1975,  March  21 
and  22, 1976,  March  18, 1977,  October  14, 

1977,  and  March  17, 1978  (Refs.  3  through  7). 

It  was  stated  that  the  therapeutic  benehts  of 
diathermy  are  related  to  a  temperature  rise 
(thermal  effect)  in  the  body  tissues.  (Ref.  J). 
The  Panel  recognizes  that  some  Shortwave 
devices  catmot  provide  a  sufficient  increase 
in  tissue  temperature  and  thus  are  considered 
therapeutically  ineffective.  In  particular, 
many  of  these  ineffective  devices  have  used 
pulsed  radiofrequency  outputs  (Ref.  J). 
Diathermy  is  only  used  for  its  thermal  effects, 
and  the  Panel  could  find  no  therapeutic  value 
in  the  nonthermal  effects  of  shortwave 
treatment  (Ref.  4.).  The  Panel  noted  that  the 
Federal  Communications  Commission  has 
radiofrequency  transmitting  requirements  for 
medical  diathermy  that  must  be  met. 

5.  Risks  to  health:  (a)  Cellular  or  tissue 
injury:  Nonthermal  biological  effects  of 
nonionizing  radiation  may  cause  cellular  or 
tissue  injury,  (b)  Pacemaker  interference;  The 
electromagnetic  fields  generated  by  the 
device  may  interfere  with  the  circuitry  of  a 
cardiac  pacemaker,  (c)  Tissue  necrosis 
(death)  and  bums:  Excessive  energy 
deposition  into  the  tissue  may  cause 
excessive  heating  that  results  in  tissue 
damage,  (d)  Electrical  shock:  Excessive 
leakage  current  could  result  in  injury,  or  a 
malfunction  of  the  device  could  result  in 
electrical  shock. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 


shortwave  diathermy  devices  be 
classified  into  class  II  (performance 
standards)  for  use  in  delivering 
therapeutic  deep  heat.  THe  agency 
believes  that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  The  agency  also  believes  that 
there  is  sufficient  information  to 
establish  a  performance  standard  for 
this  device. 

The  Panel  noted  that  the  shortwave 
diathermy  is  capable  of  being,  and  has 
been  offered  for  use  for  other  than  the 
thermal  effects  of  diathermy. 
Accordingly,  the  agency  is  proposing 
that  shortwave  diathermy  divices  be 
classified  into  class  III  (premarket 
approval)  for  any  use  other  than 
delivering  therapeutic  deep  heat.  The 
agency  believes  that  shortwave 
diathermy,  when  it  is  used  for  any 
purpose  other  than  applying  therapeutic 
deep  heat,  presents  a  potential 
unreasonable  risk  of  injury  wihtout 
proven  benefit  to  the  patient  because 
substantial  data  and  clinical 
investigations  do  not  exist  to  support 
additional  claims  made.  The  agency 
believes  that  insufficient  information 
exists  to  determine  that  general  controls 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device  when  it  is  used  for  any  purpose 
other  than  applying  therapeutic  deep 
heat,  and  that  insufficient  information 
exists  to  establish  a  performance 
standard  to  provide  this  assurance. 

References 

The  following  information  has  been  placed 
in  the  office  of  the  Hearing  Clerk  (address 
above)  and  may  be  seen  by  interested 
persons,  from  9  a.m.  to  4  p.m.,  Monday 
through  Friday. 

1.  The  Department  of  Rehabilitation 
Medicine,  University  of  Washington,  Report 
No.  PB  243-747,  Contract  No.  FDA  74-32. 
"Review  of  Evidence  for  Indications, 
Techniques  of  Application, 

Contraindications,  Hazards,  and  Clinical 
Effectiveness  for  Shortwave  Diathermy," 
University  of  Washington,  Seattle,  WA,  1974. 

2.  Food  and  Drug  Administration, 
Department  of  Health,  Education,  and 
Welfare,  "Stronger  Measures  Needed  to 
Insure  that  Medical  Diathermy  Devices  are 
Safe  and  Effective,"  A  Report  to  the  Senate 
Committee  on  Government  Operations  by  the 
Comptroller  General  of  the  United  States, 
Washington,  DC,  1976. 

3.  Summary  Minutes  of  the  First  Meeting  of 
the  Diathermy  Subcommittee  of  the  Physical 
Medicine  Device  Classification  Panel,  August 
14-15, 1975, 

4.  Summary  Minutes  of  the  Seventh 
Meeting  of  the  Physical  Medicine  Device 
Classification  Panel,  March  21-22, 1976. 


5.  Summary  Minutes  of  the  Second  Meeting 
of  the  Electrotherapeutic  Subcommittee  of  the 
Physical  Medicine  Device  ClassiHcation 
Panel,  March  18, 1977. 

6.  Summary  Minutes  of  the  Tenth  Meeting 
of  the  Physical  Medicine  Device 
Classification  Panel,  October  14, 1977. 

7.  Summary  Minutes  of  the  Eleventh 
Meeting  of  the  Physical  Medicine  Device 
Classification  Panel,  March  17, 1978. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  890  in  Subpart  F 
by  adding  new  §  890.5290,  to  read  as 
follows: 

§  890.5290  Shortwave  diathermy. 

(a)  Shortwave  diathermy  for  use  in 
applying  therapeutic  deep  heat — (1) 
Identification.  A  shortwave  diathermy 
for  use  in  applying  therapeutic  deep  heat 
is  a  device  that  applies  the 
electromagnetic  energy  of  pulsed  and/or 
continuous  radiowaves  in  the 
radiofrequency  bands  of  13  megahertz 
(MHz)  to  27.12  MHz  to  provide 
therapeutic  deep  heat  in  specific  areas 
of  the  body.  Such  tissue  heating  is  used 
as  adjunctive  therapy  for  the  relief  of 
pain  in  selected  medical  conditions  such 
as  muscle  spasms  and  joint 
contractures. 

(2)  Classification.  Class  II 
(performance  standards). 

(b)  Shortwave  diathermy  for  any  use 
other  than  applying  therapeutic  deep 
heat — (1)  Identification.  A  shortwave 
diathermy  for  any  use  other  than 
applying  therapeutic  deep  heat  is  a 
device  that  applies  the  electromagnetic 
energy  of  pulsed  and/or  continuous 
radiowaves  in  the  radiofrequency  bands 
of  13  megahertz  to  27.12  megahertz  to 
the  body  for  any  purpose  other  than 
applying  therapeutic  deep  heat  for  the 
relibf  of  pain. 

(2)  Classification.  Class  III  (premarket 
approval). 

Interested  persons  may,  on  or  before 
October  29, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  shall  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 
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Dated:  August  14. 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  79-26318  Filed  8-27-79: 8:45  am) 
BILLING  CODE  4110-03-M 


[21  CFR  Part  890] 

[Docket  No.  78N-1242] 

Medical  Devices;  Classification  of 
Ultrasonic  Diathermies 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administratin  (FDA]  is  issuing  for  public 
comment  a  proposed  regulation 
classifying  ultrasonic  diathermies  into 
class  II  (performance  standards]  for  use 
in  applying  therapeutic  deep  heat  and 
into  class  III  for  all  other  uses.  The  FDA 
is  also  publishing  the  recommendation 
of  the  Physical  Medicine  Device 
Classification  Panel  that  the  device  be 
classified  into  class  II.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  The  effect  of  classifying  a 
device  into  class  III  is  to  provide  for 
each  manufacturer  of  the  device  to 
submit  to  FDA  a  premarket  approval 
application  at  a  date  to  be  set  in  a  future 
regulation.  Each  application  includes 
information  concerning  safety  and 
effectiveness  tests  of  the  device.  After 
considering  public  comments,  FDA  will 
issue  a  final  regulation  classifying  the 
device.  These  actions  are  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

OATES:  Comments  by  October  29, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 
address:  Written  comments  to  the 
office  of  the  Hearing  Clerk  {HFA-305], 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W,  Bailey,  Bureau  of  Medical 
Devices  (HFK— 110],  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  W’elfare,  8757  Georgia 
Avenue,  Silver  Spring,  20910,  301- 
427-7238. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  the  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 


development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  ultrasonic  diathermies: 

1.  Identification:  An  ultrasonic  diathermy 
for  use  in  applying  therapeutic  deep  heat  is  a 
device  that  applies  ultrasonic  energy  at  a 
frequency  beyond  20,000  cycles  per  second  to 
provide  therapeutic  deep  heat  in  specific 
areas  of  the  body.  Such  tissue  heating  is  used 
as  adjunctive  therapy  for  the  relief  of  pain  in 
selected  medical  conditions  such  as  muscle 
spasms  and  joint  contractures. 

2.  Recommended  classification:  Class  II 
(performance  standards].  The  Panel 
recommends  that  establishing  a  performance 
standard  for  this  device  be  a  high  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
ultrasonic  diathermies  be  classified  into  class 
II  because  the  electrical  current  used  to 
provide  ultrasound  should  be  controlled  to 
prevent  injury.  The  Panel  believes  that  the 
measurement  limitations  inherent  in  the  use 
of  the  device  should  be  clearly  specified  by 
manufacturers  in  the  device  labeling.  The 
Panel  also  recommends  that  the  device  be 
restricted  to  use  by  or  under  the  supervision 
of  a  physician.  The  Panel  believes  that 
general  controls  would  not  provide  sufficient 
control  over  these  characteristics.  The  Panel 
believes  that  a  performance  standard  would 
provide  reasonable  assurance  of  the  safety 
and  effectiveness  of  the  device  and  that  there 
is  sufficient  information  to  establish  a 
performance  standard  to  provide  such 
assurance. 

4.  Summary  of  data  on  which  the 
recommendaUon  is  based:  The  Panel  based 
its  recommendation  on  the  potential  hazards 
associated  with  this  device,'on  the  Panel 
members’  knowledge  of,  and  experience  with, 
the  device,  and  on  a  review  of  the  pertinent 
literature  (Refs.  1  and  2).  Lehmann  (Ref.  1) 
stated  that  ultrasound  has  been  found  to  be 
of  established  value  in  treating  joint 
contractures,  muscle  spasms,  and 
periarthritis  (inflammation  of  tissue  around 
the  joints].  Lehmann  stated  that  ultrasound  is 
a  very  powerful  and  effective  heating  agent 
but  that  there  are  contraindications  for  use  of 
the  device.  If  used  improperly,  ultrasound  can 
cause  cavitation  (cellular  destruction], 
resulting  in  possible  irreversible  damage.  The 
Panel  noted  that  the  Bureau  of  Radiological 
Health  of  FDA  has  promulgated  performance 
safety  standards  for  ultrasonic  therapeutic 
products  (21  CFR  1050.10)  and  that  the 
Federal  Communications  Commission  has 
radio  frequency  transmitting  requirements  for 
medical  diathermy  that  must  be  met 

5.  Risks  to  health:  (a]  Electrical  shock: 
Faulty  design  or  a  malfunction  of  the  device 
could  result  in  electrical  shock,  (b]  Bums: 
High  currenf  density  over  time  could  result  in 
bums  to  tissues,  (c]  Inappropriate  therapy: 
Inappropriate  therapy  could  result  from 
inaccurate  measurement  of  applied  energy. 

(d]  Cavitation  (cellular  destmetion]: 
Inadequate  uniform  field  distribution  or  lack 
of  sufficient  external  pressure  on  the  device 
applied  to  the  skin  could  lead  to  tissue 
cavitation. 


Proposed  Classincation 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
ultrasonic  diathermies  be  classified  into 
class  II  (performance  standards]  for  use 
in  delivering  therapeutic  deep  heat.  The 
agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 
presented  by  the  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

Like  the  shortwave  diathermy,  which 
is  the  subject  of  a  proposed 
classification  regulation  published 
elsewhere  in  this  issue  of  the  Federal 
Register,  the  ultrasonic  diathermy  is 
used  for  therapeutic  deep  heat.  It  is  also 
used  for  additional  purposes  in  which  it 
has  not  been  shown  to  be  safe  and 
effective.  Accordingly,  although  the 
Panel  considered  only  one  use  for  the 
device — the  delivery  of  therapeutic  deep 
heat — the  agency  believes  that  the 
device  should  also  be  classified  with 
respect  to  all  other  intended  uses. 
Therefore,  the  agency  is  proposing  that 
ultransonic  diathermy  devices  be 
classifed  into  class  III  (premarket 
approval]  for  any  use  other  than 
delivering  therapeutic  deep  heat.  The 
agency  believes  that  ultrasonic 
diathermy,  when  it  is  used  for  any 
purpose  other  than  applying  therapeutic 
deep  heat,  preserits  a  potential 
unreasonable  risk  of  injury  without 
proven  benefit  to  the  patient  because 
substantial  data  and  clinical 
investigations  do  not  exist  to  support 
those  other  claims.  The  agency  believes 
that  insufficient  information  exists  to 
determine  that  general  controls  would 
provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  device, 
when  it  is  used  for  a  purpose  other  than 
applying  therapeutic  deep  heat,  and  that 
insuffficient  information  exists  to 
establish  a  performance  standard  to 
provide  this  assurance. 

References 

The  following  information  has  been  placed 
in  the  office  of  the  Hearing  Clerk  (address 
above]  and  may  be  seen  by  interested 
persons,  from  9  a.m.  to  4  p.m.,  Monday 
through  Friday. 
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Ed.,  Edited  by  Taylor,  E.  J.  and  C.  V.  Mosby, 

St.  Louis,  MO,  pp.  75-80, 1977. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(8),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c.  371(a)))  and  under  authority 
delegated  to  him  (21  CFTt  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  890  in  Subparl  F 
by  adding  new  §  690.5300,  to  read  as 
follows: 

§  890.530C  Ultrasonic  diathermy. 

(a)  Ultrasonic  diathermy  for  use  in 
applying  therapeutic  deep  heat — (1) 
Identification.  An  ulstrasonic  diathermy 
for  use  in  applying  therapeutic  deep  heat 
is  a  device  that  applies  ultrasonic 
energy  at  a  frequency  beyond  20,000 
cycles  per  second  to  provide  therapeutic 
deep  heat  in  specific  areas  of  the  body. 
Such  tissue  heating  is  used  as  adjunctive 
therapy  for  the  relief  of  pain  in  selected 
medical  conditions  such  as  muscle 
spasms  and  joint  contractures. 

(1)  Classification.  Class  II 
(performance  standards). 

(b)  Ultrasonic  diathermy  for  any  use 
other  than  applying  therapeutic  deep 
heat — (1)  Identification.  An  Ultrasonic 
diathermy  for  any  use  other  than 
applying  therapeutic  deep  heat  is  a 
device  that  applies  ultrasonic  energy  at 
a  frequency  beyod  20,000  cycles  per 
second  to  the  body  for  any  purpose 
other  than  applying  therapeutic  deep 
heat  for  the  relief  of  pain. 

(2)  Classification.  Class  III  (premarket 
approval). 

Interested  persons  may,  on  or  before 
October  29, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drag 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  August  14, 19/9. 

Williaiu  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  79-26319  Filed  S-Zl-n.  8:45  amj 
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[Docket  No.  7814-1243] 

Medical  Devices;  Classification  of 
Exercise  Components 

agency:  Food  and  Drug  Administration. 


action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  exercise  components  into 
class  I  (general  controls).  The  FDA  is 
also  publishing  the  recommendation  of 
the  Physical  Medicine  Device 
Classification  Panel  that  these  devices 
be  classified  into  class  1.  The  effect  of 
classifying  a  device  into  class  I  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  29, 1979. 
The  Commissioner  of  Food  and  Drugs 
proposes  that  the  final  regulation  based 
on  this  proposal  become  effective  30 
days  after  the  date  of  its  publication  in 
the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7238 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
tlie  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  exercise  components: 

1.  Identification:  An  exercise  component  is 
a  device  that  is  used  in  conjimction  with 
exercise  equipment  or  with  other  forms  of 
exercise.  Examples  of  an  exercise  component 
include  a  weight,  a  dumbbell,  a  strap,  and  a 
hand  mitt. 

2.  Recommended  classification:  Class  I 
(general  controls).  The  Panel  recommends 
that  exercise  components  be  exempt  from 
registration,  device  listing,  and  premarket 
notification  regulations  under  section  510  of 
the  Federal  Food,  Drug,  and  Cosmetic  Act  (21 
U.S.C.  360),  records  and  reports  requirements 
under  section  519  of  the  act  (21  U.S.C.  3601), 
and  good  manufacturiug  practice  regulations 
under  section  520(f)  of  the  act  (21  U.S.C. 
360j(f]). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
these  devices  be  classified  into  class  I  and 
that  manufacturers  of  these  devices  should 


not  be  required  to  comply  with  registration, 
records  and  reports,  or  good  manufacturing 
practice  regulations  because  they  are  simple 
devices  that  present  no  undue  risks  to  health 
when  used  in  a  normal  manner  for  the 
purpose  recommended.  The  Panel  believes 
that  general  controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  these  devices. 

4.  Summary  of  data  on  which  the 
recommendation  is  based;  The  Panel 
members  based  their  recommendation  on 
theii'  personal  knovv  ledge  of,  and  familiarity 
with,  these  devices 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

The  Commissioner  agrees  with  the 
Panel  recommendation  and  is  proposing 
that  exercise  components  be  classified 
into  class  I  (general  controls).  The 
Commissioner  believes  that  general 
controls  are  sufficient  to  provide  . 
reasonable  assurance  of  the  safety  and 
effectiveness  of  these  devices.  In 
response  to  the  Panel’s  recommendation 
that  manufacturers  of  an  exercise 
component  be  exempt  from  section  510 
of  the  act,  FDA  is  proposing  that  these 
manufacturers  be  subject  to  registration 
and  device  listing  under  section  510(a) 
through  (j)  of  the  act,  but  exempt  from 
premarket  notification  under  section 
510(k)  of  the  act  and  Subpart  E  of  Part 
807  of  the  regulations.  Under  section 
510(g)(4)  of  the  act,  the  agency  may 
exempt  a  manufacturer  from  section  510 
only  if  it  finds  that  compliance  with  this 
section  is  not  necessary  for  the 
protection  of  the  public  health.  In  the 
case  of  registration  and  listing  by 
manufacturers  of  an  exercise 
component,  the  agency  cannot  make  the 
required  finding.  To  protect  the  public 
health,  the  agency  needs  to  be  able  to 
identify  the  firms  manufacturing  this 
device  and  to  conduct  necessary 
inspections  The  agency  has  determined, 
however,  that  it  is  not  necessary  for  the 
protection  of  the  public  health  Aat  FDA 
receive  premarket  notification 
submissions  concerning  an  exercise 
component.  The  agency  does  not.  at  this 
time,  anticipate  that  premarket  approval 
will  be  required  for  this  device.  The 
agency  believes  that  the  semiannual 
updating  of  device  listing  under  section 
510(j)(2)  will  provide  bTDA  with  adequate 
notice  coiiceming  new  products  within 
this  generic  type  of  device. 

FDA  disagrees  with  the  Panel’s 
recommendation  that  manufacturers  of 
an  exercise  component  be  exempt  from 
records  and  reports  regulations  under 
section  519  of  the  act.  'The  records  and 
reports  requirements  in  several  of  FDA’s 
present  device  regulations  are 
authorized,  wholly  or  in  part,  by  section 
519.  The  most  extensive  of  these 
requirements  are  found  in  the  device 
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good  manufacturing  practice  (GMP) 
regulation,  published  in  the  Federal 
Register  of  July  21, 1978  (43  FR  31508).  In 
the  future,  FDA  will  publish  other 
regulations  imder  section  519,  including 
regulations  requiring  reports  to  FDA  of 
experience  with  medical  devices.  Until 
these  regulations  are  issued,  FDA 
believes  that  it  cannot  properly  issue 
exemptions  from  them.  In  the  future, 
whenever  the  agency  proposes  device 
regulations  that  include  records  and 
reports  requirements,  interested  persons 
may  submit  comments  requesting  that 
certain  classes  of  manufacturers  or 
other  persons  be  exempt  from  the 
requirements,  and  FDA  will  issue 
exemptions  that  are  appropriate.  The 
only  type  of  exemption  from  records  and 
reports  requirements  that  FDA  is 
proposing  now,  in  device  classification 
regulations,  is  an  exemption  of  certain 
manufacturers  from  requirements  of  the 
device  GMP  regulation.  The  exemption 
will  not  extend  to  two  device  GMP 
requirements,  §  820.180  (21  CFR  820.180), 
with  respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198],  with  respect  to  complaint 
files. 

(n  response  to  the  Panel's 
recommendation  that  manufacturers  of 
an  exercise  component  be  exempt  from 
the  device  GMP  regulation  under  section 
520(f)  of  the  act,  FDA  is  proposing  that  a 
manufacturer  of  this  device  be  exempt, 
in  the  manufacture  of  the  device,  from 
all  requirements  in  the  GMP  regulation 
except  §  820.180,  with  respect  to  general 
requirements  concerning  records,  and 
§  820.198,  with  respect  to  complaint 
files.  Based  on  available  information 
about  current  practices  used  in  the 
manufacture  of  the  device  and  user 
experience  with  the  device,  the  agency 
has  determined  that  application  of  the 
GMP  regulation,  other  ttian  §§  820.180 
and  820.198,  is  unlikely  to  improve  the 
safety  and  effectiveness  of  the  device. 
The  agency  believes,  however,  that 
manufacturers  of  an  exercise  component 
must  still  be  required  to  comply  with  the 
complaint  file  requirements  of  §  820.198 
to  ensure  that  these  manufacturers  have 
adequate  systems  for  complaint 
investigation  and  followup.  The  agency 
also  believes  that  manufacturers  of  an 
exercise  component  must  still  be 
required  to  comply  with  the  general 
requirements  concerning  records  in 
§  820.180  to  ensure  that  FDA  has  access 
to  complaint  files,  can  investigate 
device-related  injury  reports  and 
complaints  about  product  defects,  may 
determine  whetlier  the  manufacturer’s 
corrective  actions  are  adequate,  and 
may  determine  whether  the  exemption 


from  other  sections  of  the  GMP 
regulation  is  still  appropriate. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
*  U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  proposes  to  amend  Part 
890  in  Subpart  F  by  adding  new 
§  890.5350,  to  read  as  follows: 

§  890.5350  Exercise  component. 

(a)  Identification.  An  exercise 
component  is  a  device  that  is  used  in 
conjunction  with  exercise  equipment  or 
with  other  forms  of  exercise.  Examples 
of  an  exercise  component  include  a 
weight,  a  dumbbell,  a  strap,  and  a  hand 
mitt. 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
premarket  notification  procedures  in 
Subpart  E  of  Part  807  of  this  chapter. 

The  device  also  is  exempt  from  the  good 
manufacturing  practice  regulation  in 
Part  820  of  this  chapter,  with  the 
exception  of  §  820.180,  with  respect  to 
general  requirements  concerning 
records,  and  §  820.180,  with  respect  to 
complaint  files. 

Interested  persons  may,  on  or  before 
October  29, 1979  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm,  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individual^  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated;  August  14, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  79-26320  Filed  8-27-79;  8:45  am] 

BILLING  CODE  4110-03-M 


[21  CFR  Part  890] 

[Docket  No.  76N-1244] 

Medical  Devices;  Classification  of 
Measuring  Exercise  Equipment 

AGENCY:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  measuring  exercise 
equipment  into  class  II  (performance 
standards).  The  FDA  is  also  publishing 
the  recommendation  of  the  Physical 


Medicine  Device  Classification  Panel 
that  these  devices  be  classified  into 
class  II.  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
After  considering  public  comments,  FDA 
will  issue  a  final  regulation  classifying 
the  device.  These  actions  are  being 
taken  under  the  Medical  Device 
Amendments  of  1976. 

DATES:  Comments  by  October  29, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Avenue,  Silver  Spring,  20910,  301- 
427-7238. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendatipn 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  measiu'ing  exercise 
equipment: 

1.  Identification:  Measuring  exercise 
equipment  consists  of  manual  devices  used  to 
redevelop  muscles,  restore  motion  to  joints, 
and  provide  general  conditioning.  These 
devices  display,  by  means  of  a  gauge,  the 
amount  of  exercise  performed.  Examples  of 
measuring  exercise  equipment  are  the 
therapeutic  exercise  bicycle,  the  manually 
propelled  treadmill,  and  the  rowing  machine. 

2.  Recommended  classification;  Class  II 
(performance  standards').  The  Panel 
recommends  that  establishing  a  performance 
standard  for  these  devices  be  a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
measuring  exercise  equipment  be  classified 
into  class  II  because  the  devices  perform 
measurement  functions  that  indicate  the 
strength  or  endurance  of  a  patient.  Accurate 
exercise  measurements  are  necessary  for  the 
proper  diagnosis  and  prognosis  of  a  patient's 
condition,  the  development  of  the  correct 
treatment  regimen,  and  the  therapeutic 
evaluation  of  a  patient's  progress.  The  Panel 
believes  that  general  controls  would  not 
provide  sufficient  control  over  this 
characteristic.  The  Panel  believes  that  a 
standard  would  provide  reasonable 
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assurance  of  the  safety  and  effectiveness  of 
the  device  and  that  there  is  sufficient 
information  to  establish  a  standard  to 
provide  such  assurance.  The  Panel  also 
recommends  that  the  measurement 
limitations  inherent  in  the  use  of  these 
devices  should  be  clearly  specified  in  the 
labeling. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
members  based  their  recommendation  on  the 
potential  hazards  associated  with  these 
devices  and  their  personal  knowledge  of,  and 
familiarity  with,  the  devices. 

5.  Risks  to  health:  Inappropriate  therapy: 
Inaccurate  determination  of  the  patient’s 
strength  or  endurance  due  to  a  faulty 
measurement  gauge  could  lead  to 
inappropriate  therapy. 

Proposed  Classirication 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
measuring  exercise  equipment  be 
classified  into  class  II  (performance 
standards).  The  agency  believes  that  a 
performance  standard  is  necessary  for 
these  devices  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  these  devices.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  devices.  The  agency 
also  believes  there  is  sufficient 
Information  to  establish  a  standard  to 
provide  such  assurance. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055.  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  890  in  Subpart  F 
by  adding  new  §  890.5360,  to  read  as  ^ 
follows: 

§  890.5360  Measuring  exercise  equipment. 

(a)  Identification.  Measuring  exercise 
equipment  consists  of  manual  devices 
used  to  redevelop  muscles,  restore 
motion  to  joints,  and  provide  general 
conditioning.  These  devices  display,  by 
means  of  a  gauge,  the  amount  of 
exercise  performed.  Examples  of 
measuring  exercise  equipment  are  the 
therapeutic  exercise  bicycle,  the 
manually  propelled  treadmill,  and  the 
rowing  machine. 

(b)  Classification.  Class  II 
(performance  standards). 

■  Interested  persons  may,  on  or  before 
October  29, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane.  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 


of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  August  14, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  7»-26321  FUed  8-27-79;  8:45  ami 
BILLING  CODE  4110-03-M 


[21  CFR  Part  890] 

[Docket  No.  78N-1245] 

Medical  Devices;  Classification  of 
Nonmeasuring  Exercise  Equipment 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  nonmeasuring  exercise 
equipment  into  class  I  (general  controls). 
The  FDA  is  also  publishing  the 
recommendation  of  the  Physical 
Medicine  Device  Classification  Panel 
that  the  device  be  classified  into  class  I. 
The  effect  of  classifying  a  device  into 
class  I  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
.  Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  29, 1979. 
The  Commissioner  of  Food  and  Drugs 
proposes  that  the  final  regulation  based 
on  this  proposal  become  effective  30 
days  after  the  date  of  its  publication  in 
the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910.  301-427- 
7238. 

SUPPLE.'^EHTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  tlie  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 


classification  of  nonmeasuring  exercise 
equipment: 

1.  Identification:  Nonmeasuring  excercise 
equipment  consists  of  devices  used  to 
redevelop  muscles,  restore  motion  to  joints, 
and  provide  general  physical  conditioning. 
Examples  of  nonmeasuring  exercise 
equipment  are  prone  scooter  boards,  parallel 
bars,  mechnical  treadmills,  and  exercise 
tables. 

2.  Recommended  classification:  Class  I 
(general  controls).  The  Panel  recommends 
that  nonmeasuring  exercise  equipment  be 
exempt  from  registration  under  section  510  of 
the  Federal  Food,  Drug,  and  Cosmetic  Act  (21 
U.S.C.  360),  records  and  reports  under  section 
519  of  the  act  (21  U.S.C.  360i),  and  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C  360)(f}). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
these  devices  be  classified  into  class  I  and 
that  the  manufacturers  of  these  devices  not 
be  required  to  comply  with  registration, 
records  and  reports,  or  good  manufacturing 
practice  regulations  because  these  are  simple 
devices  that  present  no  undue  risks  to  health 
when  used  in  a  normal  manner  and  for  the 
purposes  recommended.  The  Panel  believes 
that  general  controls  are  sufficient  to  assure 
the  safety  and  effectiveness  of  the  devices. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
members  based  their  recommendation  on 
their  personal  knowledge  of,  and  familiarity 
with,  these  devices. 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

The  Commissioner  agrees  with  the 
Panel  recommendation  and  is  proposing 
that  nonmeasuring  exercise  equipment 
be  classified  into  class  I  (general 
controls).  The  Commissioner  believes 
that  general  controls  are  sufficient  to 
provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  devices. 
In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
nonmeasuring  exercise  equipment  be 
exempt  from  section  510  of  the  act,  FDA 
is  proposing  that  these  manufacturers  be 
subject  to  registration  and  device  listing 
under  section  510(a)  through  (j)  of  the 
act,  but  exempt  from  premarket 
notification  under  section  510(k)  of  the 
act  and  Subpart  E  of  Part  807  of  the 
regulations.  Under  section  510(g)(4)  of 
the  act,  the  agency  may  exempt  a 
manufacturer  from  section  510  only  if  it 
finds  that  compliance  with  this  section 
is  not  necessary  for  the  protection  of  the 
public  health.  In  the  case  of  registration 
and  listing  by  manufacturers  of 
nonmeasuring  exercise  equipment,  the 
agency  cannot  make  the  required 
finding.  To  protect  the  public  health,  the 
agency  needs  to  be  able  to  identify  the 
firms  manufacturing  these  devices  and 
to  conduct  necessary'  inspections.  The 
agency  has  determined,  however,  that  it 
is  not  necessary’  for  the  protection  of  the 
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public  health  that  FDA  receive 
premarket  notification  submissions  ' 
concerning  nonmeasuring  exercise 
equipment.  The  agency  does  not,  at  this 
time,  anticipate  that  premarket  approval 
will  be  required  for  these  devices.  The 
agency  believes  that  the  semiannual 
updating  of  device  listing  under  section 
510(j)(2)  will  provide  FDA  with  adequate 
notice  concerning  new  products  within 
this  generic  type  of  device. 

FDA  disagrees  with  the  Panel’s 
recommendation  that  manufacturers  of 
nonmeasuring  exercise  equipment  be 
exempt  from  records  and  reports 
regulations  under  section  519  of  the  act. 
The  records  and  reports  requirements  in 
several  of  FDA's  present  device 
regulations  are  authorized,  wholly  or  in 
part,  by  section  519.  The  most  extensive 
of  these  requirements  are  found  in  the 
device  good  manufacturing  practice 
(GMP)  regulation,  published  in  the 
Federal  Register  of  July  21, 1978  (43  FR 
31508).  In  the  future,  FDA  will  publish 
other  regulations  under  section  519, 
including  regulations  requiring  reports  to 
FDA  of  experience  with  medical 
devices.  Until  these  regulations  are 
issued,  FDA  believes  that  it  cannot 
properly  issue  exemptions  from  them.  In 
the  future,  whenever  the  agency 
proposes  device  regulations  that  include 
records  and  reports  requirements, 
interested  persons  may  submit 
comments  requesting  that  certain 
classes  of  manufacturers  or  other 
persons  be  exempt  from  the 
requirements,  and  FDA  will  issue 
exemptions  that  are  appropriate.  The 
only  type  of  exemption  from  records  and 
reports  requirements  that  FDA  is 
proposing  now,  in  device  classification 
regulations,  is  an  exemption  of  certain 
manufacturers  from  requirements  of  the 
device  GMP  regulation.  The  exemption 
will  not  extend  to  two  device  GMP 
requirements,  §  820.180  (21  CFR  820.180), 
with  respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
nonmeasuring  exercise  equipment  be 
exempt  from  the  device  GMP  regulation 
under  section  520(f)  of  the  act,  FDA  is 
proposing  that  a  manufacturer  of  these 
devices  be  exempt,  in  the  manufacture 
of  the  devices,  from  all  requirements  in 
the  GMP  regulation  except  §  820.180  (21 
CFR  820.180),  with  respect  to  general 
requirements  concerning  records,  and 
§  820.198  (21  CFR  820.198),  with  respect 
*  to  complaint  files.  Based  on  available 
information  about  current  practices  used 
in  the  manufacture  of  the  devices  and 
user  experience  with  the  devices,  the 


agency  has  determined  that  application 
of  the  GMP  regulation,  other  than 
§  §  820.180  and  820.198,  is  unlikely  to 
improve  the  safety  and  effectiveness  of 
the  devices.  The  agency  believes, 
however,  that  manufacturers  of 
nonmeasuring  exercise  equipment  must 
still  be  required  to  comply  with  the 
complaint  file  requirements  of  §  820.198 
to  ensure  that  these  manufacturers  have 
adequate  systems  for  complaint 
investigation  and  followup.  Tlie  agency 
also  believes  that  manufacturers  of 
nonmeasuring  exercise  equipment  must 
still  be  required  to  comply  with  the 
general  requirements  concerning  records 
in  §  820.180  to  ensure  that  FDA  has 
access  tb  complaint  files,  can  investigate 
a  device-related  injury  reports  and 
complaints  about  product  defects,  may 
determine  whether  the  manufacturer’s 
corrective  actions  are  adequate,  and 
may  determine  whether  the  exemption 
from  other  sections  of  the  GMP 
regulation  is  still  appropriate. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  proposes  to  amend  Part 
890  in  Subpart  F  by  adding  new 
§  890.5370,  to  read  as  follows: 

§  890.5370  Nonmeasuring  exercise 
equipment. 

(a)  Identification.  Nonmeasuring 
exercise  equipment  consists  of  devices 
used  to  redevelop  muscles,  restore 
motion  to  joints,  and  provide  general 
physical  conditioning.  Examples  of 
nonmeasuring  exercise  equipment  are 
prone  scooter  boards,  parallel  bars, 
mechanical  treadmills,  and  exercise 
tables. 

(b)  Classification.  Class  I  (general 
controls).  The  devices  are  exempt  from 
the  premarket  notification  procedures  in 
Subpart  E  of  Part  807  of  this  chapter. 

The  devices  also  are  exempt  from  the 
good  manufacturing  practice  regulation 
in  Part  820  Of  this  chapter,  with  the 
exception  of  §  820.180,  with  respect  to 
general  requirements  concerning 
records,  and  §  820.198,  with  respect  to 
complaint  files. 

Interested  persons  may,  on  or  before 
October  29, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rra,  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 


above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  14, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  79-26322  Filed  8-27-79;  8;4S  am) 
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Medical  Devices;  Classification  of 
Powered  Exercise  Equipment 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  powered  exercise  equipment 
into  class  II  (performance  standards). 
The  FDA  is  also  publishing  the 
recommendation  of  the  Physical 
Medicine  Device  Classification  Panel 
and  the  Anesthesiology  Device 
Classification  Panel  that  the  devices  be 
classified  into  class  II.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  29, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7238. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel  and  the 
Anesthesiology  Device  Classification 
Panel,  FDA  advisory  committees,  made 
the  following  recommendation  regarding 


50519 


Federal  Register  /  Vol.  44,  No.  168  /  Tuesday,  August  28,  1979  /  Proposed  Rules 


the  classification  of  powered  exercise 
equipment: 

1.  Identification:  Powered  exercise 
equipment  consists  of  motorized  devices  used 
to  redevelop  muscles,  restore  motion  to 
joints,  and  provide  general  physical 
conditioning.  Examples  of  powered  exercise 
equipment  are  the  powered  treadmill,  the 
powered  bicycle,  and  powered  parallel  bars. 

2.  Recommended  classification;  The 
Physical  Medicine  Device  Classification 
Panel  and  the  Anesthesiology  Device 
Classification  Panel  recommend  that 
powered  exercise  equipment  be  classified 
into  class  II  (performance  standards).  The 
Panels  recommend  that  establishing  a 
performance  standard  for  this  device  be  a 
low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panels  recommend  that 
powered  exercise  equipment  be  classified 
into  class  II  because  the  Panels  believe  that 
the  electrical  properties  of  these  devices  must 
be  controlled  to  avoid  the  potential  hazards 
of  electrical  shock  and  burns.  Powered 
exercise  equipment  provide  a  measurement 
function,  and  the  Physical  Medicine  Device 
Classification  Panel  believes  that  the 
measurement  limitations  of  these  devices 
should  be  clearly  specified  by  the 
manufacturers  of  the  devices.  The 
Anesthesiology  Device  Classification  Panel 
believes  that  the  design  and  materials  of 
these  devices  must  be  controlled  to  assure 
that  there  are  adequate  mechanical  safety 
features  to  prevent  bodily  injury  to  the 
patient.  The  Panels  believe  that  general 
controls  would  not  provide  sufficient  control 
over  these  characteristics.  The  Panels  believe 
that  a  standard  would  provide  reasonable 
assurance  of  the  safety  and  effectiveness  of 
the  device  and  that  there  is  sufficient 
information  to  establish  a  standard  to 
provide  such  assurance. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panels  based 
their  recommendation  on  the  potential 
hazards  associated  with  these  devices  and 
the  Panel  members'  personal  knowledge  of, 
and  familiarity  with,  the  devices. 

5.  Risks  to  health:  The  Physical  Medicine 
Device  Classification  Panel  and  the 
Anesthesiology  Device  Classification  Panel 
identified  the  following  risks  to  heath;  (a) 
Electrical  shock;  Excessive  leakage  current 
could  result  in  injury,  or  a  malfunction  of  the 
device  could  result  in  electrical  shock,  (b) 
Misdiagnosis  or  inappropriate  therapy; 
Misdiagnosis  or  inappropriate  therapy  could 
result  fi'om  faulty  gauges  causing  inaccurate 
measurements,  (c)  Bodily  injury:  Sudden 
starts  or  stops  of  the  device,  or  lack  of 
mechanical  safety  features,  may  result  in 
bodily  injury. 

Proposed  Classification 

FDA  agrees  with  the  Panels’ 
recommendation  and  is  proposing  that 
powered  exercise  equipment  be 
classified  into  class  II  (performance 
standards).  The  agency  believes  that  a 
performance  standard  is  necessary  for 
these  devices  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  these  devices.  A 


performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  devices.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  to  provide  such  assurance. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  890  in  Subpart  F 
by  adding  new  §  890.5380,  to  read  as 
follows: 

§  890.5380  Powered  exercise  equipment. 

(a)  Identification.  Powered  exercise 
equipment  consists  of  motorized  devices 
used  to  redevelop  muscles,  restore 
motion  to  joints,  and  provide  general 
physical  conditioning.  Examples  of 
powered  exercise  equipment  are  the 
powered  treadmill,  the  powered  bicycle, 
and  powered  parallel  bars. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  29, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  14, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

(FR  Doc,  79-26323  Filed  6-27-79;  8:45  am] 
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Medical  Devices;  Classification  of 
Infrared  Lamps 

AGENCY:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administation  (FDA)  is  issuing  for 
public  summary  a  proposed  regulation 
classifying  infrared  lamps  into  class  II 
(performance  standards).  The  FDA  is 
also  publishing  the  recommendation  of 
the  Physical  Medicine  Device 
Classification  Panel  that  the  device  be 
classified  into  class  II  and  of  the 
General  Hospital  and  Personal  Use 


Device  Classification  Panel  that  the 
device  be  classified  into  class  I.  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  The  effect  of  classifying  a 
device  into  class  I  (general  controls)  is 
to  require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  29, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  56  Fishers  Lane,  Rockville,  MD  20857. 
FOR  FURTHER  INFORMATION  CONTACT: 
Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  fHFK-410j,  Food  and  Drug 
Administration.  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7238. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the  , 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel  and  the  General 
Hospital  and  Personal  Use  Device 
Classification  Panel,  FDA  advisory 
committees,  made  the  following 
recommendations  regarding  the 
classification  of  infrared  lamps: 

1.  Identification:  An  infrared  lamp  is  a 
device  used  to  provide  topical  heating  for 
therapeutic  purpo.9e8  by  means  of  either  a 
tungsten  or  carbon  filament  heated  to  emit  a 
high  level  of  incandescence  (approximately 
10,000  angstroms)  or  a  solid  rod  or  resistance 
wire  heated  to  red  heat  (approximately  20,000 
to  40,000  angstroms). 

2.  Recommended  classification:  The 
Physical  Medicine  Device  Classification 
Panel  recommends  that  this  device  be 
classified  into  class  II  (performance 
standards),  and  that  establishing  a 
performance  standard  for  this  device  be  a 
low  priority.  The  General  Hospital  and 
Personal  Use  Device  Classification  Panel 
recommends  that  this  device  be  classified 
into  class  I  (general  controls)  with  no 
exemptions. 

3.  Summary  of  reasons  for 
recommendation:  The  Physical  Medicine 
Device  Classification  Panel  recommends  that 
infrared  lamps  be  classified  into  class  II 
because  the  Panel  believes  that  the  electrical 
properties  of  the  device  must  be  controlled  to 
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avoid  the  potential  hazard  of  electrical  shock. 
The  Panel  believes  that  the  radiant  intensity 
of  this  device  must  be  controlled  to  avoid 
pain,  blistering,  bums,  and/or  heatstroke 
cause  by  overexposure.  The  desired  radiant 
intensity  of  this  device,  as  slated  by  Stoner 
(Ref.  2)  is  0.07  to  0.49  watts/cni2  to  produce 
hyperemia  (increased  local  blood  flow) 
during  a  1-minute  to  20-riinufe  exposure.  An 
increased  intensity,  with  a  3-minute 
exposure,  results  in  pain  and  blistering.  The 
Panel  also  recommends  the  need  for  a 
warning  to  read  "when  used  therapeutically 
consult  your  physician  or  therapist.”  The 
Panel  believes  that  general  controls  would 
not  provide  sufficient  control  over  these 
characteristics.  The  Panel  believes  that  a 
standard  would  provide  reasonable 
assurance  of  the  safety  and  effectiveness  of 
the  device  and  that  there  is  sufficient 
information  to  establish  a  standard  to 
provide  such  assurance.  The  General 
Hospital  and  Personal  Use  Device 
Classification  Panel  recommends  that 
infrared  lamps  be  classified  into  class  1 
because  the  Panel  believes  that  general 
controls  are  sufficient  to  provide  reasonable 
assurance  of  the  safety  and  effectiveness  of 
this  device. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Physical 
Medicine  Device  Classification  Panel  based 
its  recomendation  on  the  potential  hazards 
associated  with  this  device,  the  Panel 
membe.'^'  personal  knowledge  of,  and 
familiarity  with,  the  device,  and  a  review  of 
the  pertinent  literature  (Ref.  7).  Stoner  (Ref.  7) 
stated  that  “exposure  to  infrared  and 
luminous  radiation  produces  superficial 
hypermia,  sweating,  counterirritation  and 
relaxation  of  muscles.”  The  author  further 
states  that  “blistering,  burns  and  heatstroke” 
may  be  caused  by  an  “overdosage  of  infrared 
radiation."  The  General  Hospital  and 
Personal  Use  Device  Classification  Panel 
based  its  recommendation  on  the  Panel 
members’  personal  knowledge  of.  and 
familiarity  with,  the  device. 

5.  Risks  to  health;  The  Physical  Medicine 
Device  Classification  Panel  and  the  General 
Hospital  and  Personal  Use  Device 
Classification  Panel  identified  the  following 
risks  to  health:  (a)  Contact  burns:  Contact 
bums  could  result  from  an  unprotected  heat 
element,  (b)  Radiation  bums:  Overexposure 
could  lead  to  radiation  bums,  (c)  Electrical 
shock:  Excessive  leakage  current  could  result 
in  injury,  or  a  malfunction  of  the  device  could 
result  in  electrical  shock.  The  General 
Hospital  and  Personal  Use  Device 
Classification  Panel  identified  the  following 
additional  risk  to  health:  (d)  Glass  cuts: 
Bursting  of  the  lamp  due  to  liquid  contact 
with  the  lamp  could  result  in  glass  cuts. 

Proposed  Classification 

FDA  agrees  with  the  Physical 
Medicine  Device  Classification  Panel 
and  is  proposing  that  infrared  lamps  be 
classified  into  class  II  (performance 
standards).  The  agency  believes  that  a 
performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device.  A 


performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The 
Commissioner  also  believes  that  there  is 
sufficient  information  to  establish  a 
performance  standard  to  provide  such 
assurance. 

FDA  disagrees  with  the  General 
Hospital  and  Personal  Use  Device 
Classification  Panel  recommendation' 
that  infrared  lamps  be  classified  into 
class  I  (general  controls).  The  agency 
believes  that  the  device  presents  a  risk 
to  health  and  that  the  device  should  be 
subject  to  performance  standards. 

References 

The  following  information  has  been  placed 
in  the  office  of  the  Hearing  Clerk  (address 
above)  and  may  be  seen  by  interested 
persons,  from  9  a.m.  to  4  p  m..  Monday 
through  Friday. 

1.  Stoner.  E.  K.,  “Luminous  and  Infrared 
Heating,”  in  ‘Therapeutic  Heat  and  Cold,”  2d 
Ed..  Edited  by  Licht,  S.,  Waverly  Press,  Inc.. 
Baltimore,  MD,  pp.  252-265, 1965. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

703(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  890  in  Subpart  F 
by  adding  new  §  890.5500,  to  read  as 
follows: 

§  89C.5500  infrared  lamp. 

(a)  Identification.  An  infrared  lamp  is 
a  device  used  to  provide  topical  heating 
for  therapeutic  purposes  by  means  of 
either  a  tungsten  or  carbon  filament 
heated  to  emit  a  high  level  of 
incandescence  (approximately  10,000 
angstroms)  or  a  solid  rod  or  resistance 
wire  heated  to  red  heat  (approximately 
20,000  to  40,000  angstroms). 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  29. 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 


Dated:  August  14, 1979, 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  79-28324  FUed  8-27-79;  8:48  ara| 

BILLING  CODE 

•  (21  CFR  Part  8^1 

(Docket  No.  7BN-1249] 

Medical  Devices;  Classification  of 
Iontophoresis  Devices 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  iontophoresis  devices  for  the 
specialized  uses  (for  the  diagnosis  of 
cystic  fibrosis,  and  for  fluoride  uptake 
acceleration  in  dentistry,  and  for  local 
anesthesia  of  the  intact  tympanic 
membrane)  into  class  II  (performance 
standards)  and  for  all  other  uses  into 
class  III.  The  FDA  is  also  publishing  the 
recommendation  of  the  Physical 
Medicine  Device  Classification  Panel 
and  the  Ear,  Nose,  and  Throat  Device 
Classification  Panel  that  the  device  be 
classified  into  class  II  and  the 
recommendaton  of  the  Dental  Device 
Classification  Panel  that  the  device  be 
classified  into  class  1  for  fluoride  uptake 
acceleration.  The  effect  of  classifying  a 
device  into  class  I  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  The  effect  of  classifying  a 
device  into  class  III  is  to  provide  for 
each  manufacturer  of  die  device  to 
submit  to  FDA  a  premarket  approval 
application  at  a  date  to  be  set  in  a  future 
regulation.  Each  application  includes 
information  concerning  safety  and 
effectiveness  tests  of  the  device.  After 
considering  public  comments,  FDA  will 
issue  a  final  regulation  classifying  the 
device.  These  actions  are  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

DATES:  Comments  by  October  29, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305). 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20657. 
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FOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7238. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
backgroimd  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
ClassiHcation  Panel,  the  Ear,  Nose,  and 
Throat  Device  Classification  Panel  and 
the  Dental  Device  Classification  Panel, 
FDA  advisory  committees,  made  the 
following  recommendation  regarding  the 
classification  of  iontophoresis  devices: 

1.  Identification:  An  iontophoresis  device  is 
a  device  used  to  introduce  ions  of  soluble 
salts  (i.e,  medications),  by  use  of  a  direct 
current,  into  the  tissues  of  the  body  for 
thereapeutic  or  diagnostic  purposes.  An 
iontophoresis  device  for  the  diagnosis  of 
cystic  fibrosis  is  a  device  that  induces 
sweating  by  the  introduction  of  pilocarpine 
through  the  use  of  a  direct  current.  The  sweat 
is  collected  and  its  composition  and  weight 
are  used  in  the  diagnosis  of  cystic  fibrosis. 

An  iontophoresis  device  for  dental 
application  of  fluoride  is  a  device  used  to 
accelerate  the  introduction  (diffusion]  of 
fluoride  ions  into  tooth  structures  to  reduce 
hypersensitivity  and  for  fluoride  uptake  in 
cavity  prevention.  An  iontophoresis  device 
for  the  local  anesthetizing  of  the  intact 
tympanic  membrane  is  a  device  used  to 
induce  ions  of  lidocaine  and  epinephrine  into 
the  tympanic  membrane  of  the  ear  to  cause 
an  anesthetizing  effect. 

2.  Recommended  classification;  The 
Physical  Medicine  Device  Classification 
Panel  recommends  that  iontophoresis  devices 
be  classified  into  class  II  and  that 
establishing  a  performance  standard  for  this 
device  be  a  high  priority.  The  Ear,  Nose,  and 
Throat  Device  Classification  Panel 
recommends  that  iontophoresis  devices  be 
classified  into  class  II  and  that  establishing  a 
performance  standard  for  this  device  be  a 
high  priority.  The  Dental  Device 
Classification  Panel  recommends  that  this 
device  be  classified  into  class  1  and  that  it  be 
exempt  from  premarket  notification  under 
section  510(k)  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act  (21  U.S.C.  360),  records  and 
reports  under  section  519  of  the  act  (21  U.S.C. 
360i),  and  good  manufacturing  practice  (CMP) 
regulations  under  section  520(f)  of  the  act  (21 
U.S.C.  360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Physical  Medicine 
Device  Classification  Panel  recommends  that 
iontophoresis  devices  be  classified  into  class 
II  because  the  Panel  believes  that  the 
electrical  current,  which  is  applied  to  deliver 
ions  through  the  skin,  should  be  controlled  to 
prevent  injury.  The  Panel  also  believes  that 
the  measurement  limitations  inherent  in  the 
use  of  the  device  should  be  clearly  specified 


by  manufacturers  in  the  device  labeling.  The 
Ear,  Nose,  and  Throat  Device  Classification 
Panel  recommends  that  iontophoresis  devices 
be  classified  into  class  II  because  the  Panel 
believes  that  the  design  and  materials  of  the 
electrode  must  be  controlled  to  prevent 
trauma  to  the  patient.  The  Panels  believe  that 
general  controls  would  not  provide  sufficient 
control  over  these  characteristics.  The  Panels 
believe  that  a  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device  and  that  there  is 
sufficient  information  to  establish  a  standard 
to  provide  such  assurance.  The  Dental  Device 
Classification  Panel  recommends  that  this 
device  be  classified  into  class  I  and  that 
manufacturers  of  this  device  not  be  required 
to  comply  with  premarket  notifications, 
records  and  reports,  or  GMP  regulations 
because  the  Panel  believes  that  the  electrical 
voltage  is  low  and  the  direct  current  involved 
is  sufficiently  small  not  to  be  of  danger  to  the 
patient.  The  Dental  Device  Classification 
Panel  believes  that  general  controls  are 
sufficient  to  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the  device. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Physical 
Medicine  Device  Classification  Panel 
considered  only  the  device  and  not  the  safe 
and  efective  use  of  the  drug  used  with  the 
device  in  making  its  classification 
recommendation.  The  Panel  based  its 
recommendation  on  the  potential  hazards 
associated  with  this  device,  the  Panel 
members’  personal  knowledge  of,  and 
familiarity  with,  the  device,  and  a  review  of 
the  pertinent  literature  (Ref.  1).  Harris  (Ref.  1) 
describes  the  techniques  used  in 
iontophoresis  for  various  indications.  He 
states  that  “iontophoresis  has  been  widely 
used  in  clinical  practice  for  many  years,"  and 
it  is  of  “theoretical  and  practical  value." 
Harris  states,  however,  that  more  controlled 
studies  should  be  conducted  to  produce 
therapeutic  applications  that  are  soundly 
based  on  clinical  studies.  The  Ear,  Nose,  and 
Throat  Device  Classification  Panel  based  its 
recommendation  on  the  potential  hazards 
associated  with  this  device  and  the  Panel 
members’  personal  knowledge  of,  and 
familiarity  with,  the  device  and  a 
presentation  by  Dr.  Robert  Brummett  (Ref.  2]. 
At  the  Panel  meeting  of  November  6  and  7, 
1978,  Dr.  Brummett  (Ref.  2]  discussed  the  use 
of  iontophoresis  in  the  anesthetizing  process 
of  the  tympanic  membrane.  He  summarized 
various  studies  (Refs.  8  through  12)  and 
concluded  that  "the  procedure  of  inducing 
anesthesia  of  the  tympanic  membrane  by  use 
of  iontophoresis  and  the  appropriate  drug  is 
safe  and  satisfactory."  The  Dental  Device 
Classification  Panel  based  its 
recommendation  on  the  Panel  members' 
personal  knowledge  of,  and  familiarity  with, 
this  device  and  on  its  history  of  use  in 
dentistry  without  significant  problems. 

5.  Risks  to  health:  The  Physical  Medicine 
Device  Classification  Pane!  identified  the 
following  risks  to  health: 

(a)  Electrical  shock:  Excessive  leakage 
current  could  result  in  injury,  or  a 
malfunction  of  the  device  could  result  in 
electrical  shock,  (b)  Burns;  High  current 
densities  in  tissue  over  time  could  result  in 
burns,  (c)  Cardiac  arrest:  Cardiac  arrest  may 


be  caused  by  an  excessive  electrical  current 
passing  through  the  heart,  (d)  Inappropriate 
therapy:  Inappropriate  therapy  could  result 
from  inaccurate  current  measurement 
function.  ’The  Ear,  Nose,  and  Throat  Device 
ClassiBcation  Panel  identified  the  following 
risks  to  health:  (a)  Trauma:  Trauma  to  the  ear 
may  be  caused  by  the  use  of  an  improperly 
designed  electrode,  (b)  Bodily  injury:  Bodily 
injury  may  be  caused  by  the  use  of  an 
inappropriate  drug  or  use  of  the  procedure 
with  a  perforated  tympanic  membrane.  The 
Dental  Device  ClassiBcation  Panel  identified 
no  risks  to  health. 

Proposed  Classification 

FDA  agrees  with  the  recommendation 
of  the  Ear,  Nose,  and  Throat  Device 
Classification  Panel  and  in  part  with  the 
recomiiiendation  of  the  Physical 
Medicine  Device  Classification  Panel, 
and  is  proposing  that  iontophoresis 
devices  be  classiHed  into  class  II 
(performance  standards)  for  use  in  the 
diagnosis  of  cystic  fibrosis,  in 
accelerating  fluoirde  introduction  to  the 
teeth,  and  for  local  anesthesia  of  the 
intact  tympanic  membrane.  The  agency 
disagrees  with  the  Dental  Device 
Classification  Panel  recommendation 
that  iontophoresis  devices  for  fluoride 
uptake  acceleration  be  classified  into 
class  I  (general  controls).  The  agency 
believes  that  the  device  presents  the  risk 
of  electrical  shock  and  that  the 
measurement  limitations  inherent  in  the 
use  of  the  device  should  be  controlled. 
The  agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 
presented  by  the  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device. 

The  agency  also  believes  that  there  is 
sufficient  information  to  establish  a 
standard  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device  for  use  in  the 
diagnosis  of  cystic  fibrosis,  in 
accelerating  fluoride  introduction  to  the 
teeth  in  dentistry,  and  for  local 
anesthesia  of  the  intact  tympanic 
membrane.  The  agency  has  reviewed 
the  pertinent  available  literature  on 
iontophoresis  (Refs.  1  through  14).  Harris 
(Ref.  1)  states  that  “many  forms  of 
iontophoresis  have  no  other  value  other 
than  as  simple  counter-irritants  or  as 
psychotherapeutic  measures."  There  is  a 
lack  of  scientific  data  supporting  the  use 
of  iontophoresis  for  may  of  the  claims 
being  made,  and  Harris  states  that 
“therapeutic  applications  are  not  based 
soundly  on  clinical  experiments  *  *  *. 
Subcutaneous  injection  of  drugs  is 
quicker,  more  reliable  and  more  exact 
and  is  usually  to  be  preferred.”  Stillwell 
(Ref.  3]  contends  that  the  therapeutic 
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value  of  iontophoresis  is  limited,  and  the 
disadvantages  “include  the  difTiculty  of 
estimating  the  dosage  of  the  drug  and, 
particularly  of  estimating  how  much  of 
the  drug  may  act  systemically."  Limited 
uses  (for  the  diagnosis  of  cystic  fibrosis, 
for  fluoride  uptake  acceleration  in 
dentistry  and  for  the  local  anesthesia  of 
the  intact  tympanic  membrane)  off 
iontophoresis  have  been  studied, 
documented,  and  accepted  as  being  safe 
and  effective.  Kopito  and  Shwachman 
(Ref.  4]  state  that  “the  stimulation  of 
sweat  by  pilocarpine  iontophoresis 
followed  by  a  chemical  analysis  of 
sodium  and  chloride  is  currently  the 
prefered  method  for  confirming  the 
diagnosis  of  cystic  fibrosis.”  Steinrud  et 
al.  (Ref.  5)  concur  that  “sweat 
stimulation  with  pilocarpine 
iontophoresis  follow'ed  by  sodium- 
potassium  analysis  of  a  measured 
amount  of  sweat  has  proved  most 
valuable  in  determining  the  high  sweat 
electrolytes  of  cystic  fibrosis  children.” 
Tocci  and  McKey  (Ref.  fi)  describe  the 
Gibson-Cooke  quantitative  pilocarpine 
iontophoresis  test  as  currently  being 
“the  most  reliable  diagnositc  test  for 
cystic  fibrosis.”  The  authors  state  that 
any  laboratory  can  perform  this  test 
with  accuracy  “if  there  has  been  proper 
attention  to  detail  in  collecting  and 
preparing  the  sweat  specimen.”  In  a 
study  performed  by  Tocci  and  McKey 
(Ref.  5)  with  1,270  subjects,  203  of  whom 
were  cystic  fibrosis  patients,  the 
investigators  found  that  the  sweat  test 
was  84  percent  reliable  with  16  percent 
false-positive  on  the  first  test  and  93 
percent  reliable  with  7  percent  false¬ 
positive  results  on  the  retest. 

Gangarosa  and  Park  (Ref.  7)  conclude 
that  fluoride  iontophoresis  results  in  the 
most  rapid  and  effective  relief  of  dentin 
hypersensitivity  during  topical 
application  of  fluoride.  The  use  of 
fiuoride  iontophoresis  has  a  broad 
application  in  dental  practice. 

Comeau  and  Bmmmett  (Ref.  8}  state 
that  following  12  investigations,  using 
three  subjects,  the  techniques  of 
iontophoresis  to  produce  tympanic 
anesthesia  is  safe,  effective,  and  easy. 
Fj:hols  (Ref.  fl)  demonstrated  that 
lidocaine  in  the  middle  ear  space  does 
not  have  any  major  toxic  effects  on  the 
eighth  nerve.  Epley  (Ref.  10)  finds  that 
the  iontophoresis  procedure  followed  by 
an  injection  of  additional  anesthesia 
enables  the  surgical  procedure  to  be 
carried  out  writh  ease.  Epley  (Ref.  10) 
studied  the  effectiveness  of  the 
anesthetic  method  in  100  children 
tympanostomy  candidates.  He  found 
very  little  substantial  difference 
between  the  effectiveness  of  the 
iontophoretic  anesthesia  (pain  being  the 


criterion)  with  and  without  the 
additional  anesthesia.  However,  those 
childen  operated  on  under  general 
anest^sia  alone  reported  post¬ 
operative  bleeding  more  often  than 
those  children  operated  on  under 
iontophoresis  alone.  Epley  (Ref.  10), 
Schleuing,  et  al.  (Ref.  11),  and  Comeau 
and  Brummett  (Ref.  12)  attribute  the 
absence  of  bleeding  to  the 
vasoconstricting  effect  of  epinephrine, 
and  the  authors  cite  this  hemostasis  as 
an  important  advantage  of 
iontophoresis.  Comeau  and  Brummett 
(Ref.  12)  state  that  this  vasoconstriction 
ultimately  results  in  “rapid  healing  and 
less  chance  of  infection*  *  *”.  The  FDA 
has  determined  that  iontophoresis  used 
in  the  diagnosis  of  cystic  fibrosis,  in  the 
acceleration  of  fluoride  introduction  to 
the  teeth,  and  in  the  local  anesthetizing 
of  the  intact  tympanic  membrane  has 
been  shown  to  be  both  safe  and 
effective.  The  agency  is  proposing, 
therefore,  that  iontophoresis  devices  for 
these  uses  be  classified  into  class  11 
(performance  standards).  The  agency 
recognizes  that  the  Physical  Medicine 
Device  Classification  Panel  members 
recommended  a  classification  for  the 
device  only  and  did  not  consider  the 
specific  used  of  the  device.  The  agency 
believes,  however,  that  the  intended  use 
of  the  device  and  the  device  itself 
cannot  be  separated.  Therefore,  the 
agency  is  proposing  that  iontophoresis 
devices  be  classified  into  class  III 
(premarket  approval)  for  any  uses 
except  those  described  above.  The 
agency  believes  that  iontophoresis 
devices,  when  used  for  purposes  other 
than  those  specifically  considered, 
present  a  potential  unreasonable  risk  of 
injury  without  benefit  to  the  patient 
because  substantial  data  and  clinical 
investigations  do  not  exist  to  support  the 
claims  made  for  the  devices.  The  agency 
believes  that  insufficient  information 
exists  to  determine  that  general  controls 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device,  and  that  insufficient  information 
exists  to  establish  a  performance 
standard  to  provide  this  assurance  with 
respect  to  use  of  the  device  purposes 
other  than  those  specifically  considered. 

References 

The  following  information  has  been  placed 
in  the  office  of  the  Hearing  Clerk  (address 
above)  and  may  be  seen  by  interested 
persons,  from  9  a.m.  to  4  p.m.,  Monday 
through  Friday. 
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Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  proposes  to  amend  Part 
890  in  Subpart  F  by  adding  new 
§  890.5525,  to  read  as  follows: 

§  890.5525  Iontophoresis  device. 

(a)  Iontophoresis  device  for  the 
diagnosis  of  cystic  fibrosis: 

(1)  Identification.  An  iontophoresis 
device  for  the  diagnosis  of  cystic 
fibrosis  is  a  device  that  induces 
sweating  by  the  introduction  of 
pilocarpine  through  the  use  of  a  direct 
current.  The  sweat  is  collected  and  its 
composition  and  weight  are  used  in  the 
diagnosis  of  cystic  fibrosis. 
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(2)  Classification.  Class  II 
(performance  standards]. 

(b]  Iontophoresis  device  for  dental 
application  of  fluoride: 

(1)  Identification.  An  Iontophoresis 
device  for  dental  application  of  fluoride 
is  a  device  used  to  accelerate 
introduction  (diffusion]  of  fluoride  ions 
into  tooth  structures  to  reduce 
hypersensitivity  and  for  fluoride  uptake 
in  cavity  prevention. 

(2]  Classification.  Class  II 
(performance  standards]. 

(c]  Iontophoresis  device  for  trhe  local 
anesthetizing  of  the  intact  tympanic 
membrane: 

(1]  Identification.  An  iontophoresis 
device  for  the  local  anesthetizing  of  the 
intact  tympanic  membrance  is  a  device 
used  to  induce  icns  of  lidocaine  and 
epinerphrine  into  the  tympanic 
membrane  of  the  ear  to  cause  an 
anesthetizing  effect. 

(2]  Classification.  Class  II 
(performance  standards]. 

(d]  Iontophoresis  device  for  all  other 
purposes: 

(1]  Identification.  An  iontophoresis 
davice  is  a  device  used  to  introduce  ions 
of  soluble  salts  (i.e.^medications],  by 
use  of  a  direct  current,  into  the  tissues  of 
the  body  for  therapeutic  or  diagnostic 
purposes. 

(2]  Classification.  Class  III  (premarket 
approval]. 

Interested  persons  may,  on  or  before 
October  29, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305],  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
cojnments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  execept  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  14, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  79-26325  Filed  8-27-79;  8.45  am] 
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Medical  Devices;  Classification  of 
Powered  External  Limb  Overload 
Warning  Devices 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 


summary:  The  Food  and  Drug 
Administration  (FDA]  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  powered  external  limb 
overload  warning  devices  into  class  II 
(performance  standards].  The  FDA  is 
also  publishing  the  recommendation  of 
the  Physical  Medicine  Device 
ClassiHcation  Panel  that  the  device  be 
classified  into  class  II.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  imder  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  29, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305], 
Food  and  Drug  Administration,  Rm.  A- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  {HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  2C910,  301-427- 
7238. 

SUPPLEMENTARY  INFORMATION: 

Panel  Reconimendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  powered  external  limb 
overload  warning  devices: 

1.  A  powered  external  limb  overload 
warning  device  is  a  device  used  to  warn  a 
patient  of  an  overload  or  an  underload  in  the 
amount  of  pressure  placed  on  a  leg. 

2.  Recommended  classification:  Class  II 
(performance  standards).  The  Panel 
recommends  that  establishing  a  performance 
standard  for  this  device  be  a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
powered  external  limb  overload  warning 
devices  be  classified  into  class  II  because  the 
Panel  believes  that  a  standard  is  necessary  to 
control  the  electrical  properties  of  this  device 
to  avoid  the  potential  hazard  of  electrical 
shock.  The  Panel  recommends  that  the  load 
measurement  accuracy  and  limitations  of  this 
device  should  be  clearly  specified  by  the 
manufacturers  in  the  device  labeling.  The 
Panel  believes  that  general  controls  would 
not  provide  sufficient  control  over  these 


characteristics.  The  Panel  believes  that  a 
standard  would  provide  reasonable 
assurance  of  the  safety  and  effectiveness  of 
the  device  and  that  there  is  sufficient 
information  to  establish  a  standard  to 
provide  such  assurance. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
members  based  their  recommendation  on  the 
potential  hazards  associated  with  this  device, 
on  their  personal  knowledge  of,  and 
familiarity  with,  the  device,  and  on  a  review 
of  the  pertinent  literature  (Ref.  J).  Warren 
and  Lehmann  (Ref.  I)  state  that  “adequate 
accuracy  in  limb  loading  was  achieved  when 
the  target  for  limb  loading  was  set  at  30%  of 
the  body  weight.”  However,  when  the  target 
loading  was  increased  to  70  percent  of  body 
weight,  accuracy  was  reduced.  Load 
overshoots  can  occur  with  the  use  of  this 
device. 

5.  Risks  to  health:  (a]  Electrical  shock: 
Excessive  leakage  current  could  result  in 
injury,  or  a  malfunction  of  the  device  could 
result  in  electrical  shock,  (b)  Injury  to  lower 
limb:  Load  control  adjustment  inaccuracy 
regarding  the  set  weight  or  load  limit  could 
result  in  injury  to  the  lower  limb. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
powered  external  limb  overload 
warning  devices  be  classified  into  class 
II  (performance  standards].  The  agency 
believes  that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
this  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  The  agency  also  believes  that 
there  is  sufficient  information  to 
establish  a  standard  to  provide  such 
assurance. 

References 

The  following  information  has  been  placed 
in  the  office  of  the  Hearing  Clerk  (address 
above)  and  may  be  seen  by  interested 
persons,  from  9  a.m.  to  4  p.m.,  Monday 
through  Friday. 

1.  Warren,  C.  G.  and  J.  F.  Lehmann, 
"Auditory  Feedback  from  Limb  and  Crutch 
Use  to  Control  Weight  Bearing  During 
Ambulation,”  Archives  of  Physical  Medicine 
and  Rehabilitation,  56:567,  December  1975. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a],  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a]]]  and  under  authority 
delegated  to  him  (21  CFR  5.1],  the 
Commissioner  proposes  to  amend  Part 
890  in  Subpart  F  by  adding  new 
§  890.5575,  to  read  as  follows: 

§  890.5575  Powered  external  limb 
overload  warning  device. 

(a)  Identification.  A  powered  external 
limb  overload  warning  device  is  a* 
device  used  to  warn  a  patient  of  an 
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overload  or  an  underload  in  the  amount 
of  pressure  placed  on  a  leg. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  29, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  15, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  7S-26326  Filed  8-27-79;  8:45  am) 
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(21  CFR  Part  890] 

[Docket  No.  78N-1251] 

Medical  Devices;  Classification  of 
Powered  Inflatable  Tube  Massagers 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  powered  inflatable  tube 
massagers  into  class  II  (performance 
standards).  The  FDA  is  also  publishing 
the  recommendation  of  the  Physical 
Medicine  Device  Classification  Panel 
that  the  device  be  classified  into  class  II. 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
After  considering  public  comments,  FDA 
will  issue  a  final  regulation  classifying 
the  device.  These  actions  are  being 
taken  under  the  Medical  Device 
Amendments  of  1976. 

DATES:  Comments  by  October  29, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65.  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 


Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7238. 

supplementary  information: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  inflatable  tube 
massagers: 

1.  Identification;  A  powered  inflatable  tube 
massager  is  a  powered  device  used  to  relieve 
minor  muscle  aches  and  pains.  It  simulates 
kneading  and  stroking  of  tissues  with  the 
hands  by  use  of  an  inflatable  pressure  cuff. 

2.  Recommended  classification:  Class  II 
(performance  standards).  The  Panel 
recommends  that  establishing  a  performance 
standard  for  this  device  be  a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
inflatable  tube  massagers  be  classified  into 
class  II  because  the  Panel  believes  that  the 
electrical  properties  of  the  device  must  be 
controlled  to  avoid  the  potential  hazard  of 
electrical  shock.  The  Panel  believes  that 
general  controls  will  not  provide  sufficient 
control  over  this  characteristic.  The  Panel 
believes  that  a  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device  and  that  there  is 
sufficient  information  to  establish  a  standard 
to  provide  such  assurance. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  potential  hazards 
associated  with  this  device  and  the  Panel 
members'  personal  knowledge  of,  and 
familiarity  with,  the  device. 

5.  Risks  to  health:  Electrical  shock; 
Excessive  leakage  current  could  result  in 
injury,  or  a  malfunction  of  the  device  could 
result  in  electrical  shock. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
inflatable  tube  massagers  be  classified 
into  class  II  (performance  standards). 
The  agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 
presented  by  this  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufticient 
information  to  establsh  a  performance 
standard  to  provide  such  assurance. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 


Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  890  in  Subpart  F 
by  adding  new  §  890.5650,  to  read  as 
follows: 

§  890.5650  Powered  inflatable  tube 
massager. 

(a)  Identification.  A  powered 
inflatable  tube  massager  is  a  powered 
device  used  to  relieve  minor  muscle 
aches  and  pains.  It  simulates  kneading 
and  stroking  of  tissues  with  the  hands 
by  use  of  an  inflatable  pressure  cuff. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  29, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the'Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  14, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Dot.  79-26327  Filed  8-27-79: 8:45  am] 
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Medical  Devices;  Classification  of 
Physical  Therapy  Muscle  Relaxers 

^GENCY:  Food  and  Drug  Administration. 
action;  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  physical  therapy  muscle 
relaxers,  whether  powered  by 
alternating  current  (AC)  or  battery 
powered,  into  class  II  (performance 
standards).  The  FDA  is  also  publishing 
the  recommendation  of  the  Physical 
Medicine  Device  Classification  Panel 
that  the  device  be  classified  into  class  II 
if  powered  by  alternating  current  and 
into  class  I  (general  controls)  if  battery 
powered.  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
The  effect  of  classifying  a  device  into 
class  I  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  After  considering  public 
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comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  29, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7238. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  physical  therapy  muscle 
relaxers: 

1.  Identification:  A  physical  therapy  muscle 
relaxer  is  a  motorized  device  used  to  relieve 
minor  muscle  aches  and  pains.  This  generic 
type  of  device  was  reviewed  by  the  Panel 
under  the  name  “powered  massager.” 

2.  Recommended  classification:  Class  II 
(performance  standards}  if  the  device  is 
powered  by  alternating  current  (AC),  class  1 
(general  controls)  if  the  device  is  powered  by 
a  battery.  The  Panel  recommends  that 
establishing  a  performance  standard  for  the 
AC-powered  device  be  a  low  priority  and 
that  there  be  no  exemptions  for  the  battery- 
powered  device. 

3.  Summary  of  reasons  for  . 
recommendation:  The  Panel  recommends  that 
AC-powered  physical  therapy  muscle 
relaxers  be  classified  into  class  II  because 
the  Panel  believes  that  the  electrical 
properties  of  the  device  must  be  controlled  to 
prevent  potential  shock  and  bum  hazards  to 
the  patient  or  user.  The  Panel  believes  that 
general  controls  would  not  provide  sufficient 
control  over  these  characteristics.  The  Panel 
believes  that  a  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  AC-powered  device  and 
that  there  is  sufficient  information  to 
establish  a  standard  to  provide  such 
assurance.  The  Panel  recommends  that 
battery-powered  physical  therapy  muscle 
relaxers  be  classified  into  class  I  because  the 
Panel  believes  that  the  risks  of  electrical 
shock  and  burns  are  minimal  with  battery- 
powered  devices,  and  that  general  controls 
are  sufficient  to  provide  reasonable 
assurance  of  the  safety  and  effectiveness  of 
the  device. 


4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members’ 
personal  knowledge  of,  and  familiarity  with, 
the  device  and  on  the  potential  hazards 
associated  with  the  AC-powered  device. 

5.  Risks  to  health:  The  Panel  identified  the 
following  risk  to  health  for  AC-powered 
physical  therapy  muscle  relaxers:  Electrical 
shock:  Excessive  leakage  current  could  result 
in  injury,  or  a  malfunction  of  the  device  could 
result  in  electrical  shock.  The  Panel  identified 
no  risks  to  health  for  battery-powered 
physical  therapy  muscle  relaxers. 

Proposed  Classification  - 

FDA  has  reviewed  the  Panel 
recommendation  for  powered  massagers 
and  has  concluded  that  all  physical 
therapy  muscle  relaxers,  whether 
battery  powered  or  AC  powered,  should 
be  subject  to  performance  standards. 

The  agency  believes  that  the  battery 
powered  device,  as  well  as  the  AC- 
powered  device,  presents  a  risk  of 
electrical  shock  injuries.  Although  there 
is  less  risk  of  electrical  shock  from  a 
battery-powered  device  than  from  an 
AC-powered  device,  there  is  still  enough 
of  a  risk  of  electrical  shock  from  the 
battery-powered  device  to  justify  the 
application  of  a  performance  standard. 
Therefore,  the  agency  is  proposing  that 
all  physical  therapy  muscle  relaxers  be 
classified  into  class  II  (performance 
standards).  The  agency  believes  that  a 
performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  to  provide  such  assurance. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  890  in  Subpart  F 
by  adding  new  §  890.5660,  to  read  as 
follows: 

§  89C.S660  Physical  therapy  muscle 
relaxer. 

(a)  Identification.  A  physical  therapy 
muscle  relaxer  is  a  motorized  device 
used  to  relieve  minor  muscle  aches  and 
pains. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  29, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 


copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of-this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  14, 1979. 

William  R.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  79-26328  Filed  8-27-79: 8:45  am] 

BlUING  CODE  4110-03-M 


[21  CFR  Part  890] 

(Docket  No.  78N-12531 

Medical  Devices;  Classification  of  Cold 
Packs 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  cold  packs  into  class  I 
(general  controls).  The  FDA  is  also 
publishing  the  recommendation  of  the 
Physical  Medicine  Device  Classification 
Panel  that  the  device  be  classified  into 
class  I.  The  effect  of  classifying  a  device 
into  class  I  is  to  require,  that  the  device 
meet  only  the  general  controls 
applicable  to  all  devices.  After 
considering  public  comments,  FDA  will 
issue  a  final  regulation  classifying  the 
device.  These  actions  are  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

DATES:  Comments  by  October  29, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305). 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301^27- 
7238. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
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Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  cold  packs: 

1.  Identification:  A  cold  pack  is  a  device 
consisting  of  a  compact  fabric  envelope 
containing  a  specially  hydrated  (chemically 
combined  with  water)  pliable  silicate  gel 
capable  of  forming  to  the  contour  of  the  body. 
It  is  used  when  cold  therapy  is  indicated  for 
body  surfaces. 

2.  Recommended  classification:  Class  1 
(general  controls).  The  Panel  recommends 
that  there  be  no  exemptions. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
this  device  be  classified  into  class  I  (general 
controls)  because  this  is  a  simple  device  that 
presents  no  undue  risks  to  health  when  used 
in  a  normal  manner  and  for  the  purpose 
recommended.  The  Panel  believes  that 
general  controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members’ 
personal  knowledge  of,  and  familiarity  with, 
this  device. 

5.  Risks  to  health:  None  identified. 
Proposed  Classirication 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
cold  packs  be  classified  into  class  I 
(general  controls)  with  no  exemptions 
because  the  agency  believes  that 
general  controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  890  in  Subpart  F 
by  adding  new  §  890.5700,  to  read  as 
follows: 

§890.5700  Cold  pack. 

(a)  Identification.  A  cold  pack  is  a 
device  consisting  of  a  compact  fabric 
envelope  containing  a  specially 
hydrated  (chemically  combined  with 
water)  pliable  silicate  gel  capable  of 
forming  to  the  contour  of  the  body.  It  is 
used  when  cold  therapy  is  indicated  for 
body  surfaces. 

(b)  Classification.  Class  I  (general 
controls). 

Interested  persons  may,  on  or  before 
October  29, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  ail  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 


Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  14, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  79-28329  Filed  8-27-79;  8:45  am) 

BILLING  CODE  4110-03-M 


121  CFR  Part  890] 

(Docket  No.  78N-1254] 

Medical  Devices;  Classification  of  Hot 
or  Cold  Disposable  Packs 

agency:  Food  and  Drug  Administration. 
action;  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  hot  or  cold  disposable  packs 
into  class  I  (general  controls).  The  FDA 
is  also  publishing  the  recommendation 
of  the  Physical  Medicine  Device 
Classification  Panel  that  the  device  be 
classified  into  class  II,  and  the  General 
Hospital  and  Personal  Use  Device 
Classification  Panel  that  the  device  be 
classified  into  class  I.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  The  effect  of  classifying  a 
device  into  class  I  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices.  After 
considering  public  comments,  FDA  will 
issue  a  final  regulation  classifying  the 
device.  These  actions  are  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

dates:  Comments  by  October  29, 1979, 
It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACr. 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Avenue,  Silver  Spriiig,  MD  20910,  301- 
427-7238. 


SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  hot  or  cold  disposable 
packs;  ' 

1.  Identification:  A  hot  or  cold  disposable 
pack  is  a  device  consisting  of  a  sealed  plastic 
bag  incorporating  chemicals  that,  upon 
activation,  produces  heat  or  cold.  It  is  used 
when  hot  or  cold  therapy  is  indicated  for 
body  surfaces. 

2.  Recommended  classification:  The 
General  Hospital  Panel  recommends  that  the 
device  be  classified  into  class  I  (general 
controls)  with  no  exemptions.  The  Physical 
Medicine  Device  Classification  Panel 
recommends  that  this  device  be  classified 
into  class  II  (performance  standards),  and 
that  establishing  a  performance  standard  for 
this  device  be  a  high  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  General  Hospital  and 
Personal  Use  Device  Classification  Panel 
recommends  that  this  device  be  classified 
into  class  1  because  the  Panel  believes  that 
there  are  no  known  risks  to  health  and  that 
general  controls  alone  are  sufficient  to 
provide  reasonable  assurance  of  the  safety 
and  effectiveness  of  the  device.  The  Physical 
Medicine  Device  Classification  Panel 
recommends  that  this  device  be  classiHed 
into  class  II  because  the  Panel  believes  that 
the  temperatures  achieved  and  chemicals 
used  are  critical  and  must  be  controlled  to 
prevent  injury  to  tissue  and  to  minimize  the 
hazards  associated  with  toxic  chemicals.  At 
the  Panel  meeting  of  October  14, 1977  (Ref.  J). 
the  Physical  Medicine  Device  Classification 
Panel  recommended  that  the  device  be 
classified  into  class  III  (premarket  approval) 
because  the  Pane!  at  that  time  believed  that 
the  labeling  of  most  of  these  devices  lacked 
sufficient  information  on  temperatures 
achieved,  and  lacked  chemical  hazard 
warnings.  However,  at  the  Panel  meeting  of 
March  17, 1978,  Dr.  Margaret  Kenrick  (Ref.  2) 
presented  guidelines  for  the  labeling  of  hot 
and  cold  disposable  packs  and  recommended 
that  the  Panel  change  its  recommended 
classification  to  class  II.  The  standard  should 
include  labeling  requirements  for  storage, 
temperatures  achieved,  and  necessary 
warnings.  The  Panel  reassessed  its  previous 
recommendation  on  this  device  and 
recommended  that  it  be  classified  into  class 
II  with  the  appropriate  labeling  requirements. 
The  Panel  believes  that  the  minimum  and 
maximum  temperatures  reached  when  the 
chemicals  are  activated  should  be  clearly 
stated  by  manufacturers  in  the  device 
labeling,  and  also  a  warning  statement  for  the 
hazards  associated  with  the  chemicals  used 
should  be  prominently  placed  on  the  label. 
The  Panel  believes  that  general  controls 
alone  will  not  provide  su^cient  control  over 
these  characteristics.  The  Panel  believes  that 
a  performance  standard  will  provide 
reasonable  assurance  of  the  safety  and 
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effectiveness  of  the  device  and  that  there  is 
sufficient  information  to  establish  a  standard 
to  provide  such  assurance. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  General 
Hospital  and  Personal  Use  Device 
Classification  Panel  based  its 
recommendation  on  chemical  toxicity  data 
obtained  from  one  manufacturer  whose  test 
results  showed  that  no  primary  irritation  was 
produced  by  the  hot  and  cold  pack  tested, 
and  the  chemicals  used  were  classed  as 
nonirritant.  The  Physical  Medicine  Device 
Classification  Panel  based  its 
recommendation  on  the  hazards  associated 
with  this  device,  a  review  of  labeling  from 
five  different  manufacturers,  and  inspection 
of  several  commercially  available  hot  and 
cold  disposable  packs.  The  Panel  also 
reviewed  an  evaluation  made  by  the 
Emergency  Care  Research  Institute  of  10 
different  manufacturers  (Ref.  3).  In  this  study, 
all  hot  packs  tested  reached  at  least  10°  C 
above  the  skin  pain  threshold.  Four  cold 
packs  obtained  temperatures  of  5.5°  C  below 
the  skin-freezing  threshold.  Smith  and 
Stetson  (Ref.  4)  state  that  at  “4°  C,  a  local 
erythema  is  produced  first  and  then  the  skin 
is  anesthetized.”  They  also  state  that  "there 
is  a  danger  of  local  necrosis  or  sclerema” 
when  cooling  the  skin. 

5.  Risks  to  health:  The  Physical  Medicine 
Device  Classification  Panel  identified  the 
following. risks  to  health;  (a)  Burns  and 
freezing  of  tissue:  Uncontrolled  levels  and/or 
duration  of  temperatures  could  lead  to  burns 
or  freezing  of  tissues,  (b)  Skin  irritation: 
Leakage  of  toxic  chemical  used  in  the  device 
onto  the  skin  may  result  in  skin  irritation. 

Proposcil  Classification 

FDA  agrees  with  the  General  Hospital 
and  Personal  Use  Device  Classification 
Panel  recommendation  and  is  proposing 
that  hot  or  cold  disposable  packs  be 
classified  into  class  I  (general  controls] 
with  no  exemptions.  The  agency 
believes  that  general  controls  alone  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
disagrees  with  the  Physical  Medicine 
Device  Classification  Panel 
recommendation  that  hot  or  cold 
disposable  packs  be  classified  into  class 
II  (performance  standards)  because  the 
agency  believes  that  general  controls 
are  sufficient  to  require  the  needed 
labeling  under  section  502  of  the  Federal 
Food,  Drug,  and  Cosm.etic  Act  (21  U.S.C. 
352),  as  requested  by  the  Panel.  Section 
502  of  the  act  requires  information  under 
authority  of  this  act  to  appear  on  the 
labeling  and  that  the  labeling  be 
prominently  placed  on  the  device.  The* 
labeling  information  must  include 
adequate  directions  for  use,  adequate 
warnings  against  misuse  and  warnings 
against  unsafe  methods  or  duration  of 
application. 


References 
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in  the  office  of  the  Hearing  Clerk  (address 
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Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  890  in  Subpnrl  F 
by  adding  new  §  890.5710,  to  read  as 
follows: 

§  890.5710  Hot  or  cold  disposable  pack. 

(a)  Identification.  A  hot  or  cold 
disposable  pack  is  a  device  consisting  of 
a  sealed  plastic  bag  incorporating 
chemicals  that,  upon  activation, 
produces  heat  or  cold.  It  is  used  when 
hot  or  cold  therapy  is  indicated  for  body 
surfaces. 

(b)  Classification.  Class  I  (general 
controls). 

Interested  persons  may,  on  or  before 
October  29, 1979  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  14, 1979. 

William  F.  Randclph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

(FR  Doc.  7a-26330  Filed  8-27-79;  8;45  anij 
BILUNG  CODE  411CM>3-M 


[21  CFR  Part  890] 

[Docket  No.  78N-1255] 

Medical  Devices;  Classification  of 
Water  Circulating  Hot  or  Cold  Packs 

agency:  Food  and  Drug  Administration. 


action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Adminstration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  water  circulating  hot  or  cold 
packs  into  class  II  (performance 
standards).  The  FDA  is  also  publishing 
the  recommendation  of  the  Physical 
Medicine  Device  Classification  Panel 
that  the  device  be  classified  into  class  II. 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
After  considering  public  comments,  FDA 
will  issue  a  final  regulation  classifying 
the  device.  These  actions  are  being 
taken  under  the  Medical  Device 
Amendments  of  1976. 

DATES:  Comments  by  October  29, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT; 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  6757  Georgia 
Avenue,  Silver  Spring.  MD  20910,  301- 
427-7238. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  water  circulating  hot  or 
cold  packs: 

1.  Identification:  A  water  circulating  hot  or 
cold  pack  is  a  device  used  on  body  surfaces 
for  heat  or  cold  therapy  that  operates  by 
pumping  heated  or  chilled  water  through  a 
plastic  bag. 

2.  Recommended  classification:  Class  II 
(performance  standards).  The  Panel 
recommends  that  establishing  a  performance 
standard  for  this  device  be  a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
water  circulating  hot  or  cold  packs  be 
classified  into  class  II  because  the  Panel 
believes  that  the  electrical  properties  of  the 
device  must  be  controlled  to  avoid  the 
potential  hazard  of  electrical  shock.  The 
Panel  believes  that  the  temperature  control 
should  be  sufficiently  accurate  to  prevent 
burning  or  freezing  of  tissues.  The  Panel 
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believes  that  general  controls  would  not 
provide  sufficient  control  over  these 
characteristics.  The  Panel  believes  that  a 
standard  would  provide  reasonable 
as8urar.ee  of  the  safety  and  effectiveness  of 
the  device  and  that  there  is  sufficient 
information  to  establish  a  standard  to 
provide  such  assurance. 

4.  Summary  of  data  on  which  the 
recommendation  is  based;  The  Panel  based 
its  recommendation  on  the  Panel  members' 
personal  knowledge  of,  and  familiarity  with, 
the  device  and  on  the  potential  hazards 
associated  with  this  device. 

5.  Risks  to  health:  (a)  Shock:  Electrical 
leakage  current  due  to  improper  grounding  or 
faulty  circuitry  could  result  in  electrical 
shock,  (b)  Tissue  damage;  Burning  or  freezing 
of  tissue  could  result  from  a  faulty 
temperature  control. 

Proposed  Ciassification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  tliat 
water  circulating  hot  or  cold  packs  be 
classified  into  class  II  (performance 
standards).  The  agency  believes  that  a 
performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  to  provide  such  assurance. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  890  in  Subpart  F 
by  adding  new  §  890.5720,  to  read  as 
follows: 

§  890.5720  Water  circulating  hot  or  cold 
pack. 

(a)  Identification.  A  water  circulating 
hot  or  cold  pack  is  a  device  used  on 
body  surfaces  for  heat  or  cold  therapy 
that  operates  by  pumping  heated  or 
chilled  water  through  a  plastic  bag. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  29, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65  5600  Fishers 
Lane,  Rockville,  MD  20857,  WTitten 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 


Dated;  August  14, 1979. 

William  F.  Randolph, 

Acting  .Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc  79-28331  Piled  fr-27-79;  8:45  am) 
B4LUNG  CODE  4110-C3-4I 


121  CFR  Part  890] 

[Docket  No.  78N-1256] 

Medical  Devices;  Classification  of 
Moist  Heat  Packs 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  moist  heat  packs  into  class  I 
(general  controls).  The  FDA  is  also 
publishing  the  recommendation  of  the 
Physical  Medicine  Device' Classification 
Panel  that  the  device  be  classified  into 
class  I.  The  effect  of  classifying  a  device 
into  class  I  is  to  require  that  the  device 
meet  only  the  general  controls 
applicable  to  all  devices.  After 
considering  public  comments.  FDA  will 
issue  a  final  regulation  classifying  the 
device.  These  actions  are  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

DATES:  Comments  by  October  29, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration.  Department  of  Health. 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring.  MD  20910,  301-427- 
7238. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  moist  heat  packs; 

1.  Identification:  A  moist  heat  pack  is  a 
device  consisting  of  silica  gel  in  a  fabric 
container  used  to  retain  an  elevated 
temperature  for  moist  heat  therapy  of  body 
surfaces. 


2.  Recommended  classification:  Class  I 
(general  controls).  The  Panel  recommends 
that  there  be  no  exemptions. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
this  device  be  classified  into  class  I  (general 
controls)  because  this  is  a  simple  device  that 
presents  no  undue  risks  to  health  when  used 
in  a  normal  maimer  for  the  purpose 
recommended.  The  Panel  believes  that 
general  controls  are  sufficient  to  assure  the 
safety  and  effectiveness  of  the  device. 

4.  Summary  of  data  on  which  the 
recommendation  is  based;  The  Panel  based 
its  recommendation  on  the  Panel  members' 
personal  knowledge  of,  and  famibarity  with, 
this  device. 

5.  Risks  to  health:  None  identified. 
Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
moist  heat  packs  be  classified  into  class 
I  (general  controls)  with  no  exemptions 
because  the  agency  believes  that 
general  controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c.  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  890  in  Subpart  F 
by  adding  new  §  890.5730,  to  read  as 
follows: 

§  89C.5730  Moist  heat  pack. 

(a)  Identification.  A  moist  heat  pack  is 
a  device  consisting  of  silica  gel  in  a 
fabric  container  used  to  retain  an 
elevated  temperature  for  moist  heat 
therapy  of  body  surfaces. 

(b)  Classification.  Class  I  (general 
controls). 

Interested  persons  may,  on  or  before 
October  29, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane.  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.nL 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  14. 1979. 

W'illiam  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

{FR  Doc.  79-26332  Filed  S-27-79;  6:45  am] 

BHLUNQ  CODE  4110-O3-M 
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[21  CFR  Part  890] 

[Docket  No.  78N>12571 

Medical  Devices;  Classification  of 
Powered  Heating  Pads 
agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  powered  heating  pads  into 
class  II  (performance  standards).  The 
FDA  is  also  publishing  the 
recommendation  of  the  Physical 
Medicine  Device  Classification  Panel 
that  the  device  be  classified  into  class  II. 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
After  considering  public  comments,  FDA 
will  issue  a  final  regulation  classifying 
the  device.  These  actions  are  being 
taken  under  the  Medical  Device 
Amendments  of  1976. 

DATES:  Comments  by  October  29, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7238. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  powered  heating  pads: 

1.  Identification:  A  powered  heating  pad  is 
an  electrical  device  used  for  dry  heat  therapy 
of  body  surfaces.  It  is  capable  of  maintaining 
an  elevated  temperature  during  use. 

2.  Recommended  classification:  Class  II 
(general  standards).  The  Panel  recommends 
that  establishing  a  performance  standard  for 
this  device  be  a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
powered  heating  pads  be  classified  into  class 
II  because  the  Panel  believes  that  the 


electrical  properties  of  the  device  must  be 
controlled  to  prevent  the  potential  hazard  of 
electrical  shock.  The  Panel  believes  that 
general  controls  would  not  provide  sufficient 
control  over  this  characteristic.  The  Panel 
believes  that  a  standard  would  provide  a 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device  and  that  there  is 
sufficient  information  to  establish  a  standard 
to  provide  such  assurance. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members’ 
personal  knowledge  of,  and  familiarity  with, 
the  device  and  the  potential  hazards 
associated  w'ith  this  device. 

5.  Risks  to  health:  (a)  Electrical  shock: 
Excessive  leakage  current  could  result  in 
injury,  or  a  malfunction  of  the  device  could 
result  in  electrical  shock,  (b)  Burns:  Skin 
bums  could  result  from  a  faulty  thermostatic 
control  or  improper  use  of  the  device. 

Proposed  Classincation 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
powered  heating  pads  be  classified  into 
class  II  (performance  standards).  The 
agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 
presented  by  the  device.  A  performance 
standard  will  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  to  provide  such  assurance. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  890  in  Subpart  F 
by  adding  new  §  890.5740,  to  read  as 
follows: 

§  890.5740  Powered  heating  pad. 

(a)  Identification.  A  powered  heating 
pad  is  an  electrical  device  used  for  dry 
heat  therapy  of  body  surfaces.  It  is 
capable  of  maintaining  an  elevated 
temperature  during  use. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  29, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 


above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  14, 1979. 

WUliam  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

(FR  Doc.  7&-26333  Filed  8-23-79;  8:45  am] 
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[21  CFR  Part  890] 

[Docket  No.  78N-1258] 

Medical  Devices;  Classification  of 
Pressure-Applying  Devices 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  pressure-applying  devices 
into  class  I  (general  controls).  The  FDA 
is  also  publishing  the  recommendation 
of  the  Physical  Medicine  Device 
Classification  Panel  that  the  device  be 
classified  into  class  I.  The  effect  of 
classifying  a  device  into  class  I  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the  ' 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  29, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  ta  the 
office  of  the  Hearing  Clerk  (HFA-305). 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7238. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  the  pressure-applying 
device: 

1.  Identifiction:  A  pressure-applying  device 
is  a  table  with  an  adjustable  overhead  weight 
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attached.  In  place  of  the  therapist’s  hands,  a 
weight  is  placed  on  the  back  of  a  prone 
patient.  It  is  used  to  apply  continuus  pressure 
to  the  paravertebral  tissues,  with  the 
intended  purpose  of  providing  muscular 
relaxation  and  neuro-inhibition. 

2.  Recommended  classification;  Class  I 
(general  controls).  The  Panel  recommends 
that  there  be  no  exemptions. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
the  pressure-applying  devices  be  classified 
into  class  I  because  this  is  a  simple  device 
that  presents  no  risks  to  health  or  undue 
hazards  when  used  in  a  normal  manner  for 
the  purpose  recommended.  The  Panel 
believes  that  general  controls  are  sufficient  to 
assure  the  safety  and  effectiveness  of  the 
device. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members’ 
personal  knowledge  of.  and  familiarity  with, 
the  device  and  a  review  of  the  pertinent 
literature  (Refs.  1  and  2).  Waecker  and 
Thomas  (Ref.  1]  and  Waecker  et  all.  (Ref.  2] 
found  that  inhibition  and  facilitation  in 
sympathetic  response  were  produced  and 
were  able  to  be  reproduced  in  “particular 
subjects.” 

5.  Risks  to  health:  None  identified. 
Proposed  Ciassififiation 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
pressure-applying  devices  be  classified 
into  class  I  (general  controls)  with  no 
exemptions  because  the  agency  believes 
that  general  controls  are  sufficient  to 
provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  device. 

References 

The  following  information  has  been  placed 
in  the  office  of  the  Hearing  Clerk  (address 
above)  and  may  be  seen  by  interested 
persons,  from  9  a.m  to  4  p.m.,  Monday 
ttirough  Friday. 
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Therefore,  under  the  Federal  Food  . 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  .90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  proposes  to  amend  Part 
890  in  Subpart  F  by  adding  new 
§  890,5765,  to  read  as  follows: 

§  890.5765  Pressure-applying  device. 

(a)  Identification.  A  pressure-applying 
device  is  a  table  with  an  adjustable 
overhead  weight  attached.  In  place  of 
the  therapist's  hands,  a  weight  is  placed 


on  the  back  of  a  prone  patient.  It  is  used 
to  apply  continuous  pressure  to  the 
paravertebral  tissues,  with  the  intended 
purpose  of  providing  muscular 
relaxation  and  neuro-inhibition. 

(b)  Classification.  Class  I  (general 
controls). 

Interested  persons  may,  on  or  before 
October  29, 1979  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  14, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Ooc.  7»-26334  Filed  8-27-79;  8:45  am] 
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Medical  Devices;  Classification  of 
Powered  Muscle  Stimulators 

AGENCY:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  powered  muscle  stimulators 
into  class  II  (performance  standards). 
The  FDA  is  also  publishing  the 
recommendation  of  the  Physical 
Medicine  Device  Classification  Panel 
and  the  General  and  Plastic  Surgery 
Device  Classification  Panel  that  the 
device  be  classified  into  class  II.  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
dates:  Comments  by  October  29, 1979, 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 


65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

[ohnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Adininistration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7238. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel  and  the  General 
and  Plastic  Surgery  Device 
Classification  Panel,  FDA  advisory 
committees,  made  the  following 
recommendation  regarding  the 
classification  of  powered  muscle 
stimulators: 

1.  Identihcation;  A  powered  muscle 
stimulator  is  a  motorized  device  used  to 
repeatedly  contract  muscles  by  passing 
electrical  currents  through  electrodes 
contacting  the  affected  body  area. 

2.  Recommended  classification:  Class  11 
(performance  standards).  The  Physical 
Medicine  Device  Classification  Panel 
recommends  that  establishing  a  performance 
standard  for  this  device  be  a  high  priority. 

The  General  and  Plastic  Surgery  Device 
Classification  Panel  recommends  that 
establishing  a  performance  standard  for  this 
device  be  a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panels  recommend  that 
powered  muscle  stimulators  be  classified  into 
class  11  because  the  Panels  believe  that  the 
electrical  properties  of  the  device  must  be 
controlled  to  avoid  the  potential  hazard  of 
electrical  shock  and  to  prevent  bodily  injury. 
The  Physical  Medicine  Device  Classification 
Panel  recommends  that  the  measurement 
limitations  of  this  device  be  clearly  specified 
by  the  manufacturers  in  the  device  labeling. 
The  Panels  believe  that  general  controls  will 
not  provide  sufficient  control  over  these 
characteristics.  The  Panels  believe  that  a 
standard  will  provide  reasonable  assurance 
of  the  safety  and  effectiveness  of  the  device 
and  that  there  is  sufficient  information  to 
establish  a  standard  to  provide  such 
assurance. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members’ 
personal  knowledge  of,  and  familiarity  with, 
the  device  and  on  the  potential  hazards 
associated  with  this  device. 

5.  Risks  to  health:  The  Physical  Medicine 
and  the  General  and  Plastic  Surgery  Device 
Classification  Panels  identified  the  following 
risks  to  health;  (a)  Electrical  shock:  Excessive 
leakage  current  could  result  in  injury,  or  a 
malfunction  of  the  device  could  result  in 
electrical  shock,  (b)  Cardiac  arrest:  Excessive 
electrical  current  passing  through  the  heart 
could  result  in  cardiac  arrest,  (c) 
Inappropriate  therapy;  Inappropriate  therapy 
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could  result  from  inaccurate  measurement 
function. 

Proposed  Classification 

FDA  agrees  with  the  Panels’ 
recommendations  and  is  proposing  that 
powered  muscle  stimulators  be 
classified  into  class  II.  The  agency 
believes  that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard  will 
provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  device. 
The  agency  also  believes  that  there  is 
sufficient  information  to  establish  a 
performance  standard  to  provide  such 
assurance. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701  (a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  890  in  Subpart  F 
by  adding  new  §  890.5850,  to  read  as 
follows: 

§  890  5850  Powered  musde  stnrtiilator. 

(a)  Identification.  A  powered  muscle 
stimulator  is  a  motorized  device  used  to 
repeatedly  contract  muscles  by  passing 
electrical  currents  through  electrodes 
contacting  the  affected  body  area. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  29, 1979  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fibers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a  m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  14, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  fur 
Regulatory  Affairs. 

[FR  Doc.  7»-2fi335  Filed  8-27-79:  8:46  atol 
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Medical  Devices;  Classification  of 
Ultrasound  and  Muscle  Stimulators 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 


summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  ultrasound  and  muscle 
stimulator  into  class  II  (performance 
standards)  for  applying  therapeutic  deep 
heat  and  muscle  stimulation  and  into 
class  III  for  all  other  uses.  FDA  is  also 
publishing  the  recommendation  of  the 
Physical  Medicine  Device  ClassiHcation 
Panel  that  the  device  be  classified  into 
class  II.  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
The  effect  of  classifying  a  device  into 
class  III  is  to  provide  for  each 
manufacturer  to  the  device  to  submit  to 
FDA  a  premarket  approval  application 
at  a  date  to  be  set  in  a  future  regulation. 
Each  application  includes  information 
concerning  safety  and  effectiveness 
tests  of  the  device.  After  considering 
public  comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
dates:  Comments  by  October  29, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rra.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20357. 

FOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W'.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7238. 

SUPPLEMENTARY  INFORMATION: 

Pane!  Recommendation 

A  proposal  elsewhere  in  this  issue  of  . 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  ultrasound  and  muscle 
stimulators: 

1.  Identification:  An  ultrasound  and  muscle 
stimulator  for  use  in  applying  therapeutic 
deep  heat  and  muscle  stimulation  is  a  device 
that  applies  ultrasonic  energy  at  a  frequency 
beyond  20,000  cycles  per  second  to  provide 
therapeutic  deep  heat  in  specific  areas  of  the 
body,  and  passes  electrical  currents  through 
the  affected  body  area  to  relax  muscles.  Such 
tissue  heating  and  muscle  stimulation  is  used 
as  adjunctive  therapy  for  the  relief  of  pain  in 


selected  medicial  conditions  such  as  muscle 
spasms  and  joint  contractures. 

2.  Recommended  classification:  Class  11 
(performance  standards).  The  Panel 
recommends  that  establishing  a  performance 
standard  for  this  device  be  a  high  priority. 

3.  Summary  of  reasons  for 
reconunendation:  The  Panel  recommends  that 
ultrasound  and  muscle  stimulators  be 
classified  into  class  II  because  the  electrical 
current  used  to  provide  ultrasound  and 
muscle  stimulation  should  be  controlled  to 
prevent  injury.  The  Panel  believes  that  the 
measurement  limitations  in  the  use  of  the 
device  should  be  clearly  specified  by 
manufacturers  in  the  device  labeling.  The 
Panel  also  recommends  that  the  device  be 
restricted  to  use  by  or  under  the  supervision 
of  a  physician.  The  Panel  believes  that 
general  controls  would  not  provide  sufficient 
control  over  these  characteristics.  The  Panel 
believes  that  a  performance  standard  would 
provide  reasonable  assurance  of  the  safety  . 
and  effectiveness  of  the  device  and  that  there 
is  sufficient  information  to  establish  a 
performance  standard  to  provide  such 
assurance. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members’ 
knowledge  of.  and  experience  with,  the 
device,  on  a  review  of  the  pertinent  literature 
(Refs.  1,  2,  and  J],  and  on  the  potential 
hazards  associated  with  this  device. 

Lehmann  (Ref.  1]  states  that  ultrasound  has 
been  found  to  be  of  established  value  in 
treating  joint  contractures,  muscle  spasm, 
and  periarthritis  (inflammation  of  tissue 
around  the  joints).  He  states  that  ultrasound 
is  a  very  powerful  and  effective  heating  agent 
but  that  there  are  contraindications  for  use  of 
the  device.  Ultrasound,  if  used  improperly, 
can  cause  cavitation  (cellular  destruction), 
resulting  in  possible  irreversible  tissue 
damage.  The  Panel  noted  that  the  Bureau  of 
Radiological  Health  of  FDA  has  promulgated 
performance  safety  standards  for  ultrasonic 
tlierapeutic  products  (21  CFR  1050.10)  and 
that  the  Federal  Communications 
Commission  has  radiofrequency  transmitting 
requirements  for  medical  diathermy  that  must 
be  met. 

5.  Risks  to  health:  (a)  Electrical  shordc 
Excessive  leakage  current  could  result  in 
injury,  or  a  malfunction  of  the  device  could 
result  in  electrical  shock,  (b)  Burns:  High 
current  density  over  time  could  cause  bums 
to  tissues,  (c)  Cardiac  arrest:  Excessive 
electrical  current  passing  through  the  heart 
could  lead  to  cardiac  arrest,  (d)  Inappropriate 
therapy;  biappropriate  therapy  could  result 
from  inaccurate  measurement  function,  (e) 
Cavitation  (cellular  destruction):  Inadequate 
uniform  field  distribution  of  ultrasound 
source,  or  lack  of  sufficient  external  pressiuB 
on  the  device  sound  head  applied  to  the  skin 
could  lead  to  cavitation  in  tissues. 

Proposed  ClassiHcatlon 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
ultrasound  and  muscle  stimulators  be 
classified  into  class  II  (performance 
standards)  for  use  in  delivering 
therapeutic  deep  heat  and  muscle 


50532  Federal  Register  /  Vol. 


stimulation.  The  agency  believes  that  a 
performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  standard  for 
this  device. 

Like  the  shortwave  diathermy,  which 
is  the  subject  of  a  proposed 
classification  regulation  published 
elsewhere  in  this  issue  of  the  Federal 
Register,  the  ultrasound  and  muscle 
stimulator  is  used  for  therapeutic  deep 
heat.  It  is  also  used  for  additional 
purposes  for  which  it  has  not  been 
shown  to  be  safe  and  effective. 
Accordingly,  although  the  Panel 
considered  only  two  related  uses  for  the 
device — the  delivery  of  therapeutic  deep 
heat  and  muscle  stimulation — the 
agency  believes  that  the  device  should 
be  classified  with  respect  to  all  other 
intended  uses.  Therefore,  the  agency  is 
proposing  that  ultrasound  and  muscle 
stimulator  devices  be  classified  into 
class  III  (premarket  approval)  for  any 
use  other  than  delivering  therepeutic 
deep  heat  and  muscle  stimulation.  The 
agency  believes  that  the  ultrasound 
component  of  the  ultrasound  and  muscle 
stimulator,  when  it  is  used  for  any 
purpose  other  than  applying  therapeutic 
deep  heat  and  muscle  stimulation, 
presents  a  potential  unreasonable  risk  of 
injury  without  proven  benefit  to  the 
patient  because  substantial  data  and 
clinical  investigations  do  not  exist  to 
support  those  other  claims.  The  agency 
believes  that  insufficient  information 
exists  to  determine  that  general  controls 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
ultrasound  component  of  the  device, 
when  it  is  used  for  a  purpose  other  than 
applying  therapeutic  deep  heat,  and  that 
insufficient  information  exists  to 
establish  a  performance  standard  to 
provide  this  assurance. 

References 

The  following  information  has  been  placed 
in  the  office  of  the  Hearing  Clerk  (HFA-305) 
(address  above)  and  may  be  seen  by 
interested  persons,  from  9  a.m.  to  4  p.m., 
Monday  through  Friday. 
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Rehabilitation,”  Zd  Ed.,  Edited  by  Krusen,  F. 
H.,  F.  I-  Kottke,  and  P.  M.  Ellwood,  W.  B. 
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3.  Stillwell,  G.  K.,  "Clinical  Electric 
Stimulation"  in  “Therapeutic  Electricity  and 
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Ultraviolet  Radiation,"  2d  Ed.,  Edited  by 
Licht,  S.,  Waverly  Press.  Inc.,  Baltimore,  MD, 
pp.  105-148, 1976. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C,  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  890  in  Subpart  F 
by  adding  new  §  890.5860,  to  read  as 
follows: 

§  890.5860  Ultrasound  and  muscle 
stimulator. 

(a)  Ultrasound  and  muscle  stimulator 
for  use  in  applying  thereapeutic  deep 
heat  and  muscle  stimulation — (1) 
Identification.  An  ultrasound  and 
muscle  stimulator  for  use  in  applying 
therapeutic  deep  heat  and  muscle 
stimulation  is  a  device  that  applies 
ultrasonic  energy  at  a  frequency  beyond 
20,000  cycles  per  second  to  provide 
therapeutic  deep  heat  in  specific  areas 
of  the  body,  and  passes  electrical 
currents  through  the  affected  body  area 
to  relax  muscles.  Such  tissue  heating 
and  muscle  stimulation  is  used  as  an 
adjunctive  therapy  for  the  relief  of  pain 
in  selected  medical  conditions  such  as 
muscle  spasms  and  joint  contractures. 

(2)  Classification.  Class  II 
(performance  standards). 

(b)  Ultrasound  and  muscle  stimulator 
for  any  use  other  than  applying 
therapeutic  deep  heat  and  muscle 
stimulation — (1)  Identification.  An 
ultrasound  and  muscle  stimulator  for 
any  use  other  then  applying  therapeutic 
deep  heat  and  muscle  stimulation  is  a 
device  that  applies  ultrasonic  energy  at 
a  frequency  beyond  20,000  cycles  per 
second  to  the  body  and  passes 
electricial  currents  through  the  affected 
body  area,  for  any  purpose  other  than 
therapeutic  deep  heat  and  muscle 
stimulation  for  the  relief  of  pain. 

(2)  Classification.  Class  III  (premarket 
approval). 

Interested  persons  may,  on  or  before 
October  29, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm,  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  w’ritten 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 
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Dated:  August  15, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A f fairs. 

(FR  Doc.  79-26336  Filed  8-27-79;  8:45  am) 
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Medical  Devices;  Classification  of 
Multi-Function  Physical  Therapy 
Tables 

agency:  Food  and  Drug  Administration. 
action:  Proposed  Rules. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  multi-function  physical 
therapy  tables  into  class  11  (performance 
standards).  The  FDA  is  also  publishing 
the  recommendation  of  the  Physical 
Medicine  Device  Classification  Panel 
that  the  device  be  classified  into  class  II. 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the  ' 
safety  and  effectiveness  of  the  device. 
After  considering  public  comments.  FDA 
will  issue  a  final  regulation  classifying 
the  device.  These  actions  are  being 
taken  under  the  Medical  Device 
Amendments  of  1976. 

DATES:  Comments  by  October  29, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-303), 
Food  and  Drug  Administration,  Rn;  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring.  MD  20910,  301-427- 
7238. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  multi-function  physical 
therapy  tables: 
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1.  identification:  A  multi-function  physicial 
therapy  table  is  a  device  consisting  of  a 
motorized  table  equipped  to  provide  patients 
with  heat,  traction,  and  muscle  relaxation 
therapy.  This  generic  type  of  device  was 
reviewed  by  the  Panel  under  the  name 
“powered  vibration,  massage,  heat,  and 
traction  table.” 

2.  Recommended  classification:  Class  U 
(performance  standards).  The  Panel 
recommends  that  establishing  a  performance 
standard  for  this  device  be  a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
multi-function  physical  therapy  tables  be 
classified  into  class  II  because  the  Panel . 
believes  that  a  standard  is  necessary  to 
control  the  electrical  properties  of  this  device 
to  avoid  the  potential  hazard  of  electrical 
shock  and  to  prevent  bums  or  tissue  injury. 
The  Panel  believes  that  general  controls 
would  not  provide  sufficient  control  over 
these  characteristics.  The  Panel  believes  that 
a  standard  will  provide  reasonable  assurance 
of  the  safety  and  effectiveness  of  the  device 
and  that  there  is  sufficient  information  to 
establish  a  standard  to  provide  such 
assurance. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members’ 
personal  knowledge  of,  and  familiarity  with, 
the  device  and  on  the  potential  hazards 
associated  with  this  device. 

5.  Risks  to  health:  (a)  Electrical  shock: 
Excessive  leakage  current  or  a  malfunction  of 
the  device  could  result  in  electrical  shock,  (b) 
Burns;  Excessive  heat  from  the  device  could 
cause  thermal  boms  to  the  patient,  (c)  Bodily 
injury:  Soft  tissue  trauma  could  result  from  a 
malfunction  of  the  traction  component. 

Propiosed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
muiti-fuction  physical  therapy  tables  be 
classified  into  class  II  (performance 
standards).  The  agency  believes  that  a 
performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  to  provide  such  assurance. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
710(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  890  in  Subpart  F 
by  adding  new  §  890.5880,  to  read  as 
follows: 

§  890.5680  Multi-function  physical  therapy 
table. 

(a)  Identification.  A  multi-function 
physical  therapy  table  is  a  device 
consisting  of  a  motorized  table  equipped 


to  provide  patients  with  head,  traction, 
and  muscle  relaxation  therapy. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  29, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville.  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  betw'een  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  14, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulator}'  A ffiars. 

(FR  Doc.  79-26337  Filed  8-27-79;  8:45  am) 
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121  CFR  Part  890J 

[Docket  No.  78N-1262] 

Medical  Devices;  Classification  of 
Powered  Traction  Equipment 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  powered  traction  equipment 
into  class  II  (performance  standards). 
The  FDA  is  also  publishing  the 
recommendation  of  the  Physical 
Medicine  Device  Classification  Panel 
that  the  device  be  classified  into  class  II. 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
After  considering  public  comments,  FDA 
will  issue  a  final  regulation  classifying 
the  device.  These  actions  are  being 
taken  under  the  Medical  Device 
Amendments  of  1976. 

OATES:  Comments  by  October  29, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 


Administration,  Department  of  Health. 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  303-427- 
7238, 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  and  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  powered  traction 
equipment: 

1.  Identification;  Powered  traction  equipment 
consists  of  devices  used  in  conjunction 
with  belts  and  harnesses  to  exert 
therapeutic  tensile  (pulling)  forces  on  the 
body. 

2.  Recommended  classification:  Class  II 
(performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  this  device  be  a 
low  priority. 

3.  Summary  of  reasons  for  recommendation: 
The  Panel  recommends  that  powered 
traction  equipment  be  classified  into  class 
II  because  the  Panel  believes  that  the 
electrical  properties  of  the  devices  must  be 
controlled  to  avoid  the  potential  hazard  of 
electrical  shock.  Hie  Panel  believes  that 
general  controls  would  not  provide 
sufficient  control  over  this  characteristic. 
The  Panel  believes  that  a  standard  would 
provide  reasonable  assurance  of  the  safety 
and  effectiveness  of  the  device  and  that 
there  is  sufficient  information  to  establish  a 
standard  to  provide  such  assurance. 

4.  Summary  of  data  on  which  the 
recommendation  is  based;  The  Panel  based 
its  recommendation  on  the  Panel  members' 
personal  knowledge  of,  and  familiarity 
with,  the  device  and  on  the  potential 
hazards  associated  with  this  device. 

5.  Risks  to  health:  Electrical  shock:  Excessive 
leakage  current  could  result  in  injury,  or  a 
malfunction  of  the  device  could  result  in 
electrical  shock. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recoinmendation  and  is  proposing  that 
powered  traction  equipment  be 
classified  into  class  U  (performance 
standards).  The  agency  believes  that  a 
performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device,  A 
performance  standard  w'ould  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  to  provide  such  assurance. 

Therefore,  imder  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  380c,  371(a)))  and  imder  authority 
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delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  890  in  Subpart  F 
by  adding  new  §  890.5900,  to  read  as 
follows: 

§  890.5900  Powered  traction  equipment. 

(a)  Identification.  Powered  traction 
equipment  consists  of  devices  used  in 
conjunction  with  belts  and  harnesses  to 
exert  therapeutic  tensile  (pulling)  forces 
on  the  body. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  29, 1979  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 
Dated:  .August  14. 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

IFR  Doc.  79-26338  Filed  &-27-79;  8:43  am] 

BILLING  CODE  4110-03-M 


[21  CFR  Part  890] 

[Docket  No.  78N-12631 

Medical  Devices;  Classification  of 
Traction  Accessories 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  traction  accessories  into 
class  I  (general  controls).  The  FDA  is 
also  publishing  the  recommendation  of 
the  Physical  Medicine  Device 
Classification  Panel  that  the  device  be 
classified  into  class  I.  The  effect  of 
classifying  a  device  into  class  I  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  these  devices. 
These  actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  29, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 


ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301^27- 
7238. 

SUPPLEMENTARY  INFORM.4TiON: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  traction  accessories: 

1.  Identification:  Traction  accessories  are 
manual  devices  used  with  traction  equipment 
to  aid  in  exerting  proper  tensile  (pulling) 
forces  on  the  body.  Examples  of  traction 
accessories  are  pulleys,  straps,  head  halters, 
and  pelvic  belts. 

2.  Recommended  classification:  Class  1 
(general  controls).  The  Panel  recommends 
that  traction  accessories  be  exempt  from 
registration,  device  listing,  and  premarket 
notification  regulations  under  section  510  of 
the  Federal,  Food,  Drug,  and  Cosmetic  Act  (21 
U.S.C.  360),  records  and  reports  regulations 
under  section  519  of  the  act  (21  U.S.C.  360i), 
and  good  manufacturing  practice  regulations 
under  section  520(f)  of  the  act  (21  U.S.C. 
360jlf)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
these  devices  be  classified  into  class  I 
(general  controls)  and  that  the  manufacturers 
of  these  devices  should  not  be  required  to 
comply  with  registration,  records  and  reports, 
or  good  manufacturing  practice  regulations 
because  they  are  simple  devices  that  present 
no  undue  risks  to  health  when  used  in  a 
normal  manner  for  the  purpose 
recommended.  The  Panel  believes  that 
general  controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  devices. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members’ 
personal  knowledge  of,  and  familiarity  with, 
these  devices. 

5.  Risks  to  health:  None  identified. 

Proposed  Ciassincation 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
traction  accessories  be  classified  into 
class  I  (general  controls)  because  the 
agency  believes  that  general  controls 
are  sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  these  devices.  The 


agency  disagrees  with  the  Panel 
recommendation  that  manufacturers  of 
traction  accessories  be  exempt  from 
registration,  device  listing,  and 
premarket  notification  imder  section  510 
of  the  act.  Under  section  510(g)(4)  of  the 
act,  the  agency  may  exempt  a 
manufacturer  from  compliance  with 
section  510  of  the  act  only  upon  a 
finding  that  compliance  is  not  necessary 
for  the  protection  of  public  health.  In  the 
case  of  traction  accessories,  the  agency 
cannot  make  the  required  finding.  To 
protect  the  public  health,  the  agency 
needs  to  require  manufacturers  of  these 
devices  to  register  and  to  list  their 
products  with  FDA  so  that  the  agency 
can  identify  the  firms  and  products  that 
is  regulates  and  can  conduct  necessary 
inspections  and  investigations 
concerning  safety,  effectiveness, 
adulteration,  or  misbranding.  Premarket 
notification  by  these  manufacturers 
assures  that  FDA  learns  of  new  products 
and  of  a  significant  modifications  of 
existing  products  for  which  premarket 
approval  is  required. 

The  agency  disagrees  with  the  Panel 
recommendation  that  manufacturers  of 
traction  accessories  be  exempt  from 
records  and  reports  regulations  under 
section  519  of  the  act  (21  U.S.C.  360i). 

The  agency  believes  that  it  cannot 
properly  issue  exemptions  from 
regulations  that  have  not  yet  been 
promulgated.  Whenever  the  agency 
proposes  device  regulations  that  include 
records  and  reports  requirements, 
interested  persons  can  submit  comments 
requesting  that  certain  classes  of 
manufacturers  be  exempt  from  those 
requirements,  and  FDA  will  issue  any 
exemptions  that  are  appropriate.  The 
agency  disagrees  with  the  Panel 
recommendation  that  manufacturers  of 
traction  accessories  be  exempt  from  the 
good  manufacturing  practice  (GMP) 
regulation.  The  agency  believes  that 
compliance  with  this  regulation  is 
necessary  to  assure  the  quality  of  this 
device  and  thus  its  safety,  effectiveness, 
and  compliance  with  adulteration  and 
misbranding  provisions  of  the  act. 
Compliance  with  the  GMP  regulation 
will  help  prevent  production  of  traction 
accessories  having  defects  that  could 
cause  harm  to  users. 

Therefore,  .under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c.  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  890  in  Subpart  F 
by  adding  new  §  890.5925,  to  read  as 
follows: 
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§  890.5925  Traction  accessories. 

(a)  Identification.  Traction 
accessories  are  manual  devices  used 
with  traction  equipment  to  aid  in 
exerting  proper  tensile  (pulling)  forces 
on  the  body.  Examples  of  traction 
accessories  are  pulleys,  straps,  head 
halters,  and  pelvic  belts. 

(b)  Classification.  Class  I  (general 
controls). 

Interested  persons  may,  on  or  before 
October  29, 1979  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  14, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

(FR  Doc.  79-26339  Filed  8-27-79:  8:45  am] 

81LUNG  CODE  4110-03-M 


(21  CFR  Part  890] 

(Docket  No.  78N-1264] 

Medical  Devices;  Classification  of 
Chilling  Units 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  chilling  units  into  class  II 
(performance  standards).  The  FDA  is 
also  publishing  the  recommendation  of 
the  Physical  Medicine  Device 
Classification  Panel  that  the  device  be 
classified  into  class  II.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
OATES:  Comments  by  October  29. 1979. 
It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 


65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7238. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  chilling  units: 

1.  Identification:  A  chilling  unit  is  a 
refrigerative  device  used  to  chill  and 
maintain  cold  packs  at  a  reduced 
temperature. 

2.  Recommended  classification:  Class  11 
(performance  standards).  The  Panel 
recommends  that  establishing  a  performance 
standard  for  this  device  be  a  high  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
chilling  units  be  classified  into  class  11 
because  the  Panel  believes  that  the  electrical 
properties  of  the  device  must  be  controlled  to 
avoid  the  potential  hazards  of  electrical 
shock  and  burns  to  the  user.  The  Panel 
believes  that  the  temperature  control  should 
be  sufficiently  accurate  to  avoid  freezing  of 
tissues.  The  Panel  believes  that  general 
controls  will  not  provide  sufficient  control 
over  these  characteristics.  The  Panel  believes 
that  a  standard  would  provide  reasonable 
assurance  of  the  safety  and  effectiveness  of 
the  device  and  that  there  is  sufficient 
information  to  establish  a  standard  to 
provide  such  assurance. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members’ 
personal  knowledge  of,  and  familiarity  with, 
the  device  and  on  the  potential  hazards 
associated  with  this  device. 

5.  Risks  to  health:  (a)  Electrical  shock: 
Excessive  leakage  current  or  a  malfunction  of 
the  device  could  result  in  electrical  shock,  (b) 
Freezing  of  tissues:  A  faulty  temperature 
control  could  result  in  freezing  of  tissues, 
causing  trauma. 

Proposed  ClassiHcation 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
chilling  units  be  classified  into  class  II 
(performance  standards).  The  agency 
believes  that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  The  agency  also  believes  that 


there  is  sufficient  information  to 
establish  a  standard  to  provide  such 
assurance. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  890  in  Subpart  F 
by  adding  new  §  890.5940,  to  read  as 
follows: 

§890.5940  Chilling  unit 

(a)  Identification.  A  chilling  unit  is  a 
refrigerative  device  used  to  chill  and 
maintain  cold  packs  at  a  reduced 
temperature. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  29, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  W'ritten 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  14, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  79-26340  Filed  9-27-79;  8:45  am] 
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[21  CFR  Part  890] 

[Docket  No.  78N-1265] 

Medical  Devices;  Classification  of 
Powered  Heating  Units 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  powered  heating  units  into 
class  II  (performance  standards).  The 
FDA  is  also  publishing  the 
recommendation  of  the  Physical 
Medicine  Device  Classification  Panel 
that  the  device  be  classified  into  class  II. 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
After  considering  public  comments,  FDA 
will  issue  a  final  regulation  classifying 
the  device.  These  actions  are  being 
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taken  under  the  Medical  Device 
Amendments  of  1976. 

DATES:  Comments  by  October  29, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7238. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  powered  heating  units: 

1.  Identification:  A  powered  heating  unit  is  a 
device  consisting  of  an  encased  cabinet 
containing  hot  water  used  to  heat  and 
maintain  hot  packs  at  an  elevated 
temperature. 

2.  Recommended  classification:  Class  II 
(performance  standards).  The  Panel 
recommends  that  establishing  a 
performance  standard  for  this  device  be  a 
low  priority. 

3.  Summary  of  reasons  for  recommendation: 
The  Panel  recommends  that  powered 
heating  units  be  classified  into  class  II 
because  the  Panel  believes  that  the 
electrical  properties  of  the  device  must  be 
controlled  to  avoid  the  potential  hazard  of 
electrical  shock  to  the  user.  The  Panel 
believes  that  general  controls  would  not 
provide  sufficient  control  over  this 
characteristic.  The  Panel  believes  that  a 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device  and  that  there  is 
sufficient  information  to  establish  a 
standard  to  provide  such  assurance. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members’ 
personal  knowledge  of,  and  familiarity 
with,  the  device  and  on  the  potential 
hazards  associated  with  this  device. 

5.  Risks  to  health:  Electrical  shock:  Electrical 
leakage  current  due  to  improper  grounding 
or  faulty  circuitry  could  result  in  electrical 
shock. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
powered  heating  units  be  classified  into 


class  II  (performance  standards).  The 
agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 
presented  by  the  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  to  provide  such  assurance. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  890  in  Subpart  F 
by  adding  new  §  890.5950,  to  read  as 
follows: 

§  890.5950  Powered  heating  unit. 

(a)  Indentification.  A  powered  heating 
unit  is  a  device  consisting  of  an  encased 
cabinet  containing  hot  water  used  to 
heat  and  maintain  hot  packs  at  an 
elevated  temperature. 

\}d)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  29, 1979  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4065,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  the  hours  of  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 
Dated:  August  14, 1979. 

Wililatn  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory'  Affairs. 

(FR  Doc.  79-26341  Filed  6-27-79;  6:45  dm] 

BILLING  CODE  4110-03-M 


(21  CFR  Part  890] 

[Docket  No.  78N-1266] 

Medical  Devices;  Classification  of 
Physical  Therapy  Pulsators  . 

agency:  Food  and  Drug  Administration. 
action;  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  physical  therapy  pulsators, 
w^hether  powered  by  alternating  current 
or  battery  powered,  into  class  II 
(performance  standards).  The  FDA  is 


also  publishing  the  recommendation  of 
the  Physical  Medicine  Device 
Classification  Panel  that  the  device  be 
classified  into  class  II  if  powered  by 
alternating  current  (AC)  and  classified 
into  class  I  (general  controls)  if  battery 
powered.  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
The  effect  of  classifying  a  device  into 
class  I  is  to  meet  only  the  general 
controls  applicable  to  all  devices.  After 
considering  public  comments,  FDA  will 
issue  a  final  regulation  classifying  the 
device.  These  actions  are  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

DATES:  Comments  by  October  29, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

johnsie  W.  Bailey,  Bureau  of  Medical 
Devices  (HFK-410),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7238. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  physical  therapy 
pulsators: 

1.  Identification:  A  physical  therapy 
pulsator  is  a  motorized  device  incorporated 
in  various  kinds  of  pads,  that  is  held  in  the 
hand  or  attached  to  the  hand  or  to  a  table  to 
relax  muscles  and  thereby  relieve  minor 
aches  and  pains.  This  generic  type  of  device 
was  reviewed  by  the  Panel  under  the  name 
‘‘powered  vibrator.” 

2.  Recommended  classification:  The  Panel 
recommends  that  this  device  be  classified 
into  class  II  (performance  standards)  if 
powered  by  alternating  current  (AC)  and  that 
establishing  a  performance  standard  for  this 
device  be  a  low  priority.  The  Panel 
recommends  that  the  device  be  classified  into 
class  I  (general  controls)  with  no  exemptions, 
if  it  is  battery  powered. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
AC-pow^ei-ed  physical  therapy  pulsators  be 
classified  into  class  II  because  the  Panel 
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believes  that  the  electrical  properties  of  the 
device  should  be  controlled  to  prevent 
electrical  shock,  and  the  mechanical  intensity 
should  be  controlled  to  prevent  trauma  to 
tissue.  The  Panel  believes  that  general 
controls  would  not  provide  sufficient  control 
over  these  characteristics.  The  Panel  believes 
that  a  standard  would  provide  reasonable 
assurance  of  the  safety  and  effectiveness  of 
the  device  and  that  there  is  sufficient 
information  to  establish  a  standard  to 
provide  such  assurance.  The  Panel 
recommends  that  battery-powered  physical 
therapy  pulsators  be  classified  into  class  I 
because  the  Panel  believes  that  the  risk  of 
electrical  shock  and  bums  are  minimal  with 
battery-powered  devices,  and  that  general 
controls  are  sufficient  to  provide  reasonable 
assurance  of  the  safety  and  effectiveness  of 
the  device. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  potential  hazards 
associated  with  the  AC-powered  device  and 
on  the  Panel  members'  personal  knowledge 
of.  and  familiarity  with,  the  AC-powered  and 
battery-powered  device. 

5.  Risks  to  health:  The  Panel  identified  the 
following  risks  to  health  for  AC-powered 
physical  therapy  pulsators:  (a)  Electrical 
shock:  Excessive  current  could  result  in 
injury,  or  a  malfunction  of  the  device  could 
result  in  electrical  shock,  (b)  Trauma  to 
tissues:  Excessive  mechanical  intensity  could 
cause  tissue  trauma.  The  Panel  identified  no 
risks  to  health  for  battery-powered  physical 
therapy  pulsatory. 

Proposed  Classincailon 

FDA  disagrees  with  the  Panel 
recommendation  that  battery-powered 
physical  therapy  pulsators  be  classified 
into  class  I  (general  controls).  The 
agency  believes  that  the  risks  of 
electrical  shock  and  tissue  trauma  exist 
with  battery-powered  physical  therapy 
pulsators  as  well  as  with  AC-powered 
physical  therapy  pulsators.  The  agency 
is  therefore  proposing  that  all  physical 
therapy  pulsators  be  classified  into  class 
II  (performance  standards).  The  agency 
believes  that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  The  agency  also  believes  that 
there  is  sufficient  information  to 
establish  a  performance  standard  to 
provide  such  assurance. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  890  in  Subpart  F 
by  adding  new  §  890.5975,  to  read  as 
follows: 


§  830.5975  Physical  therapy  pulsator. 

(a)  Identification.  A  physical  therapy 
pulsator  is  a  motorized  device 
incorporated  in  various  kinds  of  pads, 
that  is  held  in  the  hand  or  attached  to 
the  hand  or  to  a  table  to  relax  muscles 
and  thereby  relieve  minor  aches  and 
pains. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  29, 1979  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments,  and 
shall  be  identified  with  the  Hearing 
Clerk  docket  number  found  in  brackets 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  the  hours  at  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 


Dated:  August  14, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  79-26342  Filed  8-27-79;  8:45  am| 
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